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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

21  CFR  Parts  10, 12, 13, 14, 15,  and  16 

(Docket  No.  76P-01261 

Administrative  Practices  and 
Procedures;  Reimbursement  for 
Participation 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  This  document  establishes  a 
pilot  program  for  providing  financial 
assistance  to  participants  in  certain 
administration  proceedings  of  the  Food 
and  Drug  Administration  (FDA).  The 
program  is  being  established  to 
determine  whether  the  process  of 
administrative  decisionmaking  will  be 
enhanced  by  reimbursing  participants 
whose  participation  in  agency 
proceedings  contributes  or  can 
reasonably  be  expected  to  contribute  to 
a  full  and  fair  determination  of  the 
issues,  but  who  would  otherwise  be 
unable  to  participate  effectively. 
EFFECTIVE  DATE:  The  reporting  and 
recordkeeping  requirements  contained 
in  this  rule  have  been  submitted  for 
approval  by  the  Office  of  Management 
and  Budget  in  accordance  with  the 
Federal  Reports  Act  of  1942.  This 
regulation  will  become  effective  upon 
the  approval  of  the  Office  of 
Management  and  Budget. 

FOR  FURTHER  INFORMATION  CONTACT: 
Alexander  Grant  (301-443-5006).  or 
Ronald  Wylie  (301 -443-2932), Office  of 
Consumer  .Affairs  (HF-7).  Food  and 
Drug  .Administration,  Department  of 
Health,  Education,  and  Welfare.  5600 
Fishers  Lane,  Rockville,  MD  20857, 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  the  Federal  Register  of  August  25, 
1976  (41  FR  35855),  FDA  issued  an 
advance  notice  of  proposed  rulemaking 
(advance  notice)  concerning  agency 
payment  of  participants  in 
administrative  proceedings.  In  the 
Federal  Register  of  April  17, 1979  (44  FR 
23044),  FDA  issued  a  proposed  rule, 
providing  procedures  for  reim.bursing 
participants,  in  response  to  comments 
submitted  on  the  advance  notice  and  on 
the  basis  of  further  study.  After 
review  ing  the  comments  received  on  the 
proposal,  the  agency  is  issuing  this  final 
rule.  The  reporting  and  recordkeeping 
requirements  contained  in  this  rule  have 
been  submitted  for  approval  by  the 
Office  of  Management  and  Budget  in 
accordance  with  the  Federal  Reports 
Act  of  1942.  This  final  rule  will  become 
effective  immediately  upon  the  approval 


of  the  Office  of  Management  and 
Budget.  FDA  is  making  the  final  rule 
effective  immediately  upon  the  approval 
of  the  Office  of  Management  and  Budget 
because  agency  proceedings  in  which 
participants  may  be  eligible  for,  and 
need,  reimbursement  may  be  ongoing  or 
announced  in  the  next  30  days,  and 
because  the  agency  anticipates  that  no 
one  will  be  adversely  affected  by  this 
action.  As  soon  as  approval  is  obtained 
from  the  Office  of.Management  and 
Budget,  the  agency  will  publish  a  notice 
in  the  Federal  Register  stating  that 
applications  for  reimbursement  will  be 
accepted.  No  applications  wjll  be 
accepted  by  the  agency  until  the  agency 
obtains  approval  from  the  Office  of 
Management  and  Budget  unless  the 
agency,  prior  to  obtaining  the  approval 
of  the  Office  of  Management  and 
Budget,  in  a  separate  Federal  Register 
notice,  invites  the  submission  of 
applications  for  a  specific  proceeding. 

The  agency  emphasizes  that  this  is  a 
pilot  program  that  will  be  closely 
evaluated. 

11.  Comments  on  the  Advance  Notice  of 
Proposed  Rulemaking  and  the  Proposed 
Rule 

FDA  invited  public  comment  on  the 
advance  notice  and  the  proposed  rule.  In 
the  preamble  to  the  proposed  rule  (44  FR 
23044).  FD.A  generally  described  the 
comments  on  the  advance  notice  and 
specifically  delineated  the  major 
arguments  advanced  by  those  comments 
supporting  and  those  opposing 
reimbursement.  FDA  stated  that  it 
would  respond  to  comments  on  the 
advance  notice,  and  the  proposed  rule 
should  a  final  rule  be  published,  and 
these  comments  are  treated  together, 
where  similar, 

A.  General  Comments  on  the  Advance 
Notice  and  the  Proposed  Rule 

FDA  invited  public  comment  in  the 
^  advance  notice  on  general  issues 
relating  to  the  advisability  of 
reimbursement  and  on  13  specific  areas 
of  interest  raised  by  the  Consumers 
Union  petition  to  which  the  advance 
notice  responded.  One  hundred  and 
fifty-five  comments  on  the  advance 
notice  were  submitted,  of  which  31 
supported  and  124  opposed 
reimbursement.  In  issuing  the  proposed 
rule,  the  agency  generally  invited  public 
comment  on  whether  a  demonstration 
program  providing  financial  assistance 
to  participants  in  administrative 
proceedings,  under  appropriate 
circumstances,  should  be  established,  ’ 
and  on  the  applicable  scope,  criteria, 
and  procedures  for  the  program.  Fifty- 
three  comments  on  the  proposed  rule 


were  submitted,  of  which  38  supported 
and  15  opposed  reimbursement, 

1.  Comments  in  support  of 
reimbursement  argued  that  consumers 
are  not  represented  adequately,  and  that 
regulated  industry  is  “overrepresented," 
in  FDA  proceedings.  These  comments 
maintained  that  this  alleged  imbalance 
results  in  agency  decisions  that  reflect 
the  views  of  those  regulated,  and  that 
increased  consumer  participation  in 
FDA  proceedings  would  rectify  the 
imbalance  and  improve  agency 
decisionmaking  by  providing  valuable 
information  and  perspectives  that  might 
not  otherwise  be  available  to  FDA. 
Comments  in  opposition  to 
reimbursement  contended  that 
consumer  participation  in  agency 
proceedings  is  adequate  now,  that 
increased  participation  will  lead  to 
delay  and  obstruction  of,  and 
duplication  in.  those  proceedings,  and 
that  FDA  already  adequately  represents 
consumers  and  the  “public  interest." 

The  agency  has  found  that 
participants  in  its  proceedings  tend  to 
come  primarily  from  the  ranks  of  those 
regulated.  For  example,  in  the  recent 
proceeding  to  withdraw  approval  of  the 
use  of  DES  (diethylstilbestrol)  in 
animals,  the  participants  were  four 
manufacturers  and  four  other  groups 
that  generally  supported  the  position  of 
those  manufacturers.  Moreover, 
considerable  independent 
documentation  supports  the  agency's 
conclusion  as  to  imbalance  in 
participation  (see  Cramton,  “The  Why, 
Where  and  How  of  Broadened  Public 
Participation  in  the  Administrative 
Process."  60  Geo.  L. ).  525  (1972); 
Gellhorn.  “Public  Participation  in 
Administrative  Proceedings.”  81  Yale  L. 
J.  359  (1972):  U.S.  Senate  Committee  on 
Governmental  Affairs.  95th  Cong.,  1st 
Sess..  "Study  on  Federal  Regulation," 
Vol.  Ill,  Public  Participation  in 
Regulatory  Agency  Proceedings,  p.  13 
(July  1977)).  Although  FDA  does  not 
believe  that  this  imbalance  results  in 
agency  decisions  that  favor  industry, 
FDA  recognizes  the  general  problems 
inherent  in  agency  exposure  to  only  one 
view  and  the  advantages  to  be  derived 
from  exposure  to  different  perspectives. 
In  particular,  increased  diversity  in  the 
views  effectively  presented  to  the 
agency  is  likely  to  lead  to  more 
sensitive,  belter  informed,  more 
effective,  and  wiser  decisions. 

The  advantage  of  increased  public 
participation  has  been  acknowledged  by 
public  officials  in  all  three  branches  of 
government  (see  41  FR  35856  (August  25. 
1976):  Executive  Order  No.  12044,  43  FR 
12661  (March  £4, 1978)).  Moreover,  the 
value  of  that  participation  has  been 
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documented  in  testimony  offered  in 
many  congressional  hearings  (see 
Hearings  on  S.  2715  before  the  Senate 
Subcommittee  on  Administrative 
Practice,  94th  Cong.,  2d  Sess.  (Jan.  30, 
1976  and  Feb.  6, 1976);  Hearings  on 
Public  Participation  Funding  in  Federal 
Agency  Proceedings  before  the  Senate 
Subcommittee  on  Administrative 
Practice  and  Procedure,  96th  Cong.,  1st 
Sess.  (July  20, 1979))  and  in  several 
studies  (see  Recommendation  28,  2 
Recommendations  and  Reports  of  the 
Administrative  Conference  of  the  United 
States  35  (1970-1972);  “National 
Highway  Traffic  Safety  Administration’s 
Evaluations  and  Recommendations” 
(1978)). 

In  FDA  proceedings,  there  simply  has 
been  insufficient  public  participation  to 
make  a  definitive  assessment  of  its 
value;  however,  the  participation  that 
has  occurred  generally  has  been  of 
assistance  to  the  agency  in  its 
decisionmaking  and  has  been  quite 
helpful  in  several  specific  proceedings. 
For  example,  in  the  proceeding  on  iron 
in  bread,  the  position  advocated  by  a 
consumer  participant  ultimately  was 
adopted  by  the  Commissioner  of  FDA 
over  the  recommendations  of  both  the 
agency  Bureau  and  the  Administrative 
Law  Judge  who  presided  in  the 
proceeding. 

The  agency  also  believes  that 
adequate  safeguards  presently  are 
included  in  its  procedural  regulations  to 
prevent  any  delay  or  obstruction  in 
proceedings  that  might  result  from 
increased  public  participation. 

Moreover,  this  final  rule  should 
minimize  duplication  because  applicants 
for  reimbursement  who  represent  an 
interest  already  adequately  represented 
by  a  participant  in  the  proceeding  will 
not  be  reimbursed.  Finally,  although  the 
agency  understands  and  fully  assumes 
its  responsibility  for  the  public  interest, 
FDA  recognizes  that  on  many  issues 
there  may  be  differences  of  opinion  on 
what  decision  would  best  serve  the 
public  interest  and  that  funding  the 
expression  of  views  different  from  the 
agency’s  may  assist  the  decisionmaking 
process. 

2.  Comments  in  favor  of 
reimbursement  stated  that  the  most 
significant  impediment  to  increased 
effective  consumer  participation  in  FDA 
proceedings  is  inability  of  consumers  to 
meet  the  high  costs  of  participating. 

The  agency  agrees  with  this  comment, 
which  is  substantiated  by  several 
studies  (see  Cramton,  at  538  and  Senate 
Governmental  Affairs  Committee  Study 
on  Federal  Regulation.  Vol.  Ill  at  vii). 
This  factor  substantially  influenced 
FDA’s  decision  to  promulgate  this  final 
rule. 


3.  Many  comments  were  received  on 
the  issue  of  who  should  be  eligible  for 
reimbursement.  Comments  in  support  of 
reimbursement  generally  favored 
funding  of  “public  interest  groups”  and 
individuals  who  represent  consumer 
interests,  but  generally  opposed 
payment  to  industry,  trade  associations, 
and  small  business.  One  comment 
specifically  requested  that  units  of  local 
government  be  eligible.  Comments  in 
opposition  to  reimbursement  generally 
expressed  grave  reservations  about 
reimbursement,  especially  for  public 
interest  groups  and  individuals  who 
“purport  to”  represent  consumer 
interests  because  such  potential 
recipients  represent  neither  the  “public 
interest”  nor  a  majority  of  consumers, 
are  “self-appointed”  representatives  of 
narrow,  special  interests,  and  ought  to 
be  able  to  raise  sufficient  funds  to 
support  their  participation.  Some 
comments  contended  that 
reimbursement  would  increase  the 
number  and  strength  of  public  interest 
lawyers  and  public  interest 
organizations,  many  of  which  presently 
have  adequate  resources  to  participate 
but  choose  to  allocate  them  for  other 
purposes,  and  would  encourage  the 
development  of  public  interest  groups 
with  no  constituency.  Moreover,  these 
comments  claimed  that  funded  public 
interest  groups  would  lose  any  incentive 
to  raise  outside  funds.  The  comments 
generally  favored  equal  funding  for 
persons  or  organizations  opposed  to  the 
views  of  those  reimbursed  as  well  as 
funding  of  industry,  trade  associations, 
and  small  businesses.  Some  comments 
stated  that  it  was  unfair  to  reimburse 
public  interest  representatives  rather 
than  these  groups,  which  in  turn  would 
have  to  absorb  additional  costs  imposed 
by  increased  consumer  participation. 

FDA  has  decided  to  reimburse  any 
group  or  individual  that  satisfies  the 
eligibility  criteria  relating  to  financial 
need  and  the  value  of  the  proposed 
participation.  Whether  an  individual  or 
organization  that  meets  the  criteria  is 
“self-appointed”  or  not,  whether  its 
“constituency”  is  broad  or  narrow,  and 
whether  or  not  it  really  does  speak  for 
ordinary  consumers  are  all  irrelevant. 
The  purpose  of  the  funding  program  is  to 
improve  the  administrative  records  on 
which  FDA’s  decisions  are  based.  If,  in  a 
particular  case,  an  applicant  can  show 
that  it  will  make  a  distinctive 
contribution  that  will  improve  the  record 
for  decision  and  that  it  needs  funding  in 
order  to  be  able  to  make  that 
contribution,  then  the  public  generally 
will  beneHt  from  governmental  support 
of  the  proposed  participation.  Whether 
or  not  such  funding  will  “strengthen” 


public  interest  organizations  is  also 
irrelvevant.  If  the  funding  of  participants 
improves  regulatory  decisionmaking,  as 
expected,  the  funds  involved  will  have 
been  well  spent,  regardless  of  any 
collateral  effect  on  public  interest 
groups  or  public  interest  lawyers.  In 
fact,  FDA’s  budget  will  be  formulated 
within  the  context  of  many  competing 
priorities  for  relatively  limited  public 
revenue  and  therefore  it  is  highly 
unlikely  that  in  the  foreseeable  future 
the  FDA  reimbursement  program  will  be 
sufficiently  large  to  have  a  material 
effect  on  public  interest  organizations. 

Funding  of  persons  or  organizations 
opposing  the  views  of  those  reimbursed 
as  a  matter  of  general  policy  would  be 
unwise  and  probably  unlawful.  It  would 
divert  limited  funds  from  those  who 
need  them  in  order  to  participate  to 
those  who  do  not.  It  would  also  violate 
the  restrictions  established  by  the 
Comptroller  General,  and  thus  probably 
would  be  an  unauthorized  expenditure 
of  Federal  funds. 

4.  FDA  invited  comments  on  whether 
providing  reimbursement  to  a  small 
business  or  other  applicant  with  a 
financial  interest  in  the  outcome  of  the 
proceeding  would  create  a  conflict  of 
interest  under  18  U.S.C.  208(a),  and  ,  if 
so.  whether  a  waiver  under  18  U.S.C. 
208(b)  would  be  permissible.  Several 
comments  stated  that  these  applicants 
should  not  be  considered  special 
government  employees  under  18  U.S.C. 
208.  Two  comments  found  a  conflict  of 
interest;  one  favored,  and  one  opposed, 
a  waiver. 

Upon  consideration  of  these 
comments  and  reconsideration  of  the 
issues  raised,  the  agency  has  concluded 
that  Congress  did  not  intehd  that  18 
U.S.C.  208(a)  apply  to  the 
reimbursement  of  such  applicants. 
Section  208(a)  prohibits  a  special 
government  employee  from  participating 
in  any  government  proceeding  in  which 
that  employee  has  a  financial  interest. 
This  section  is  applicable  only  to 
individuals,  and,  therefore, 
organizations  and  their  staff,  including 
small  businesses,  receiving 
reimbursement  under  the  program  ' 
would  not  be  subject  to  section  208’s 
conflict  of  interest  prohibitions. 
Moreover,  the  agency  has  determined 
that  individuals,  who  are  not  associated 
with  any  organization,  may  receive 
reimbursement  under  this  program 
without  violating  section  208(a).  Section 
208(a)  does  not  apply  to  these 
individuals  because  they  will  not  be 
performing  governmental  functions  and 
will  not  be  representing  or  advising  the 
government.  They  will  not  be  special 
government  employees  (unlike  advisory 
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committee  members)  and  will  not  have 
the  special  duty  of  loyalty  to  the 
government  that  is  owed  by  government 
employees.  Rather,  they  will  be 
independent  parties  whose  dealings 
with  the  government  will  be  at  arms’ 
length:  they  will  present  their  evidence 
and  arguments  for  consideration  on  their 
merits,  in  the  same  way  as  any  other 
litigants  in  administrative  proceedings. 
This  interpretation  is  also  consistent 
with  Civil  Service  regulations  on  the 
subject.  These  regulations  provide  that 
“*  *  *  one  who  is  requested  to  appear 
before  a  Government  agency  to  present 
the  views  of  a  non-govemmental 
organization  or  group  which  he  [or  she] 
represents,  or  for  w'hich  he  |or  she]  is  in 
a  position  to  speak,  does  not  act  as  a 
servant  of  the  Government  and  is  not  its 
officer  or  employee.”  Federal  Personnel 
Manual  (1969),  Chapter  735,  Appendix  C, 
p.  4.  Thus.  18  U.S.C.  208  does  not 
prohibit  individuals,  including 
businesses,  from  participating  in  the 
reimbursement  program. 

5.  Some  comments  expressed  concern 
generally  about  agency  ability  to  select 
those  applicants  who  can  best  represent 
the  “public  interest"  and  specifically 
about  the  potential  for  abuse  in  the 
selection  process.  Several  comments 
stated  that  FDA  might  fund  only  those 
applicants  who  would  subscribe  to  the 
agency  point  of  view  and  would 
eventually  co-opt  those  reimbursed.  The 
alleged  abuses  that  have  arisen  in  the 
reimbursement  program  instituted  by 
the  FTC  under  the  Magnuson-Moss 
legislation  were  cited  as  examples  of 
these  problems. 

FDA  is  sensitive  to  the  potential  for 
abuse  and  has  tried  to  minimize  that 
potential  by  providing  clear,  explicit 
criteria  for  eligibility,  which  are  to  be 
applied  judiciously  by  an  Evaluation 
Board,  whose  composition  is  meant  to 
ensure  impartiality.  Where  a  memeber 
of  the  Board  is  involved  in  a  proceeding 
funded  under  the  reimbursement 
program,  that  member  would  be 
excluded  from  ruling  on  applications  for 
reimbursement  in  that  proceeding. 
Moreover,  the  agency  will  encourage 
participation  in  FDA  proceedings  of 
those  who  traditionally  have  not 
participated  (such  as  small  businesses] 
by  trying  to  notify  them  of  the 
availability  of  reimbursement.  Persons 
who  are  interested  in,  or  have  questions 
about,  the  reimbursement  program  are 
encouraged  to  contact  the -Office  of 
Consumer  Affairs  at  the  address  and 
phone  numbers  provided  above. 

6.  Some  comments  noted  generally  the 
potential  administrative  difficulties  FDA 
would  encounter  in  implementing  a 
reimbursement  program.  The  agency  has 
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studied  such  problems  in  the 
implementation  of  similar  programs  by 
other  agencies.  FDA  has  not  found  the 
difficulties  to  be  insurmountable,  has 
tailored  the  provisions  of  this  final  rule 
and  implementation  of  the  agency 
program  to  mitigate  them,  and  has  tried 
to  maintain  sufficient  flexibility  in  this 
pilot  program  to  respond  to  any 
unforeseen  difficulties  that  may  arise. 

7.  Numerous  comments  expressed 
fiscal  concern  about  reimbursement. 
Many  thought  that  reimbursement 
would  be  too  expensive — contribute  to 
inflation,  impose  an  additional  burden 
on  taxpayers  and  deplete  the  FDA 
budget.  Some  argued  that  already  scarce 
agency  resources  should  be  used  to 
improve  FDA’s  efforts  rather  than  to 
duplicate  them. 

■The  agency  is  sensitive  to  these 
economic  considerations:  however,  the 
resources  allocated  to  this 
reimbursement  program  will  constitute  a 
very  small  portion  of  the  FDA  budget. 
Moreover,  reimbursement  often  may 
secure  valuable  information  and  views 
at  a  relatively  low  price.  The  agency 
also  believes  that  allocation  of  these  , 
resources  for  reimbursement  is  justified 
by  the  new  and  different  information 
and  perspectives  that  public 
participation,  as  opposed  to  additional 
agency  effort,  might  provide. 
Reimbursement  also  should  not  lead  to 
duplication  of  agency  efforts,  because 
reimbursement  will  not  be  awarded  to 
applicants  who  represent  an  interest 
already  adequately  represented  by  or 
before  the  agency.  In  sum,  the  expected 
beneHt,  in  improved  decisionmaking, 
that  should  result  from  reimbursement 
outweighs  the  cost  of  the  reimbursement 
program. 

8.  Some  comments  claimed  that 
reimbursement  is  unconstitutional.  They 
relied  most  frequently  on  the  Equal 
Protection  Dause. 

The  FDA  believes  that  reimbursement 
clearly  is  constitutional  and  that  any 
possible  distinction  that  may  be  made 
between  applicants  for  funding  would 
not  violate  the  Equal  Protection  Clause 
because  it  would  be  based  on  clearly 
articulated  standards  that  are  directly 
related  to  the  puipose  for  which 
reimbursement  is  provided.  Moreover, 
the  funding  of  some  participants  in  a 
proceeding  will  not  deprive  any  other 
party  of  a  fully  equal  right  to  be  heard  in 
the  proceeding.  The  Evaluation  Board 
will  have  no  role  in  the  final  outcome  of 
a  proceeding  in  which  it  has  awarded 
funding.  Nothing  in  the  jurisprudence  of 
the  Equal  Protection  Clause  bars  the 
government  from  spending  funds  in  a 
fair,  open,  and  rational  way  and  in 
accordance  with  published  criteria  to 
support  participation  in  agency 
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proceedings  in  order  to  improve  the 
quality  of  regulatory  decisionmaking. 

9.  Numerous  alternative  schemes  for 
accomplishing  the  goals  sought  to  be 
achieved  by  providing  reimbursement 
were  mentioned  in  the  comments.  Some 
comments  suggested  that  public 
participants  raise  their  own  funds  for 
participating,  simply  represent 
themselves,  or  employ  other  means  of 
influencing  agency  decisionmaking,  Tor 
example,  letter  writing.  Other  comments 
expressed  the  view  that  FDA  should 
generally  be  more  effective  and 
specifically  examine  the  effectiveness  of 
its  Office  of  Consumer  Affairs:  modify 
its  procedures,  especially  those  that 
would  reduce  costs  of  public 
participation;  or  rely  on  consumer 
surveys,  FDA  consumer  representatives, 
and  advisory  comittees.  Some  comments 
suggested  that  the  agency  create  a 
public  counsel  or  consumer  ombudsman: 
use  agency  staff  to  assist  the  public 
preparing  for  participation;  or  hold 
hearings  in  locations  other  than 
Washington,  DC.  Others  recommended 
that  FDA  await  congressional  action  on 
legislative  proposals  to  remedy  the 
problems  addressed  by  the 
reimbursement  program  and  on 
proposals  providing  explicit  authority 
for  reimbursement. 

FDA  believes  that  most  of  these 
comments  have  some  merit.  The  agency 
already  has  followed  or  adopted  many 
of  these  suggestions  and  finds  that  some 
of  them  are  useful  complements  to  a 
program  of  reimbursement.  FDA 
believes,  however,  that  at  this  time  none 
of  these  alternatives  alone,  or  in 
combination,  can  serve  as  a  satisfactory 
substitute  for  a  reimbursement  program. 
In  many  instances,  there  is  simply  no 
form  of  public  participation  that  is  as 
effective  as  the  continuing,  first-hand 
participation  of  an  individual  or  an 
organization  as  a  party  to  a  proceeding. 
Where  government  funding  is  necessary 
for  such  participation  to  occur,  FDA 
intends  to  provide  it  through  this  pilot 
effort,  in  accordance  with  the  applicable 
procedures,  criteria,  and  limitations. 

10.  In  the  advance  notice,  the  agency 
invited  public  document  on  the  amount 
of  public  funds  that  should  be  allocated 
to  reimbursement  and  from  what  other 
FDA  activities  the  funds  should  be 
taken.  Most  comments  simply  had  no 
opinion  on  these  questions,  due  in  large 
measure  to  inability  to  estimate 
precisely  how  much  funding  should  be 
allocated  for  reimbursement  and  lack  of 
knowledge  respecting  the  budgeting 
process  at  FDA. 

In  the  proposed  rule,  the  agency 
stated  that  it  would  announce  annually 
the  total  funding  allocated  to 
reimbursement  and  that  the  Evaluation 
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Board  would  annually  establish  a 
presumptive  limit  on  the  total  amount  of 
money  to  be  provided  for  reimbursement 
for  any  one  proceeding.  FDA  will 
allocate  up  to  $250,000  (exclusive  of  all 
administrative  and  program  support 
costs)  for  reimbursement  to  support  this 
pilot  program.  The  agency  has,  however, 
decided  not  to  set  a  presumptive  limit  on 
the  total  amount  of  money  to  be 
provided  for  reimbursement  for  any  one 
proceeding.  The  agency  reached  this 
decision  because  the  number  of 
applications  and  the  amount  or 
reimbursement  requested  per  applicant 
is  expected  to  vary  substantially  from 
proceeding  to  proceeding.  Establishing 
one  presumptive  limit  for  all 
proceedings  funded  under  the 
reimbursement  program  would  therefore 
serve  little  or  no  useful  purpose. 
Applicants  should,  however,  bear  in 
mind  the  total  allocation  for  the  entire 
program  ($250,000)  when  preparing 
applications  for  reimbursement  funds. 

11.  One  comment  on  the  advance 
notice  suggested  that  reimbursement  not 
be  made  available  to  participants  in 
FDA  proceedings  in  progress  on  the 
effective  date  of  this  regulation  because 
such  funding  might  delay  completion  of 
those  proceedings. 

The  agency  rejects  any  blanket 
prohibition  on  providing  reimbursement 
for  ongoing  proceedings  os  that  it  may 
retain  sufficient  flexibility  to  fund 
participants  in  any  proceeding  where 
reimbursement  appears  appropriate  and 
will  not  unduly  prolong  the  proceeding. 
FDA  will  publish  a  special  Federal 
Register  notice  alerting  participants 
to  the  availability  of  reimbursement  in 
those  ongoing  proceedings  in  which  the 
agency  will  consider  application  for 
reimbursement. 

12.  Several  comments  questioned 
agency  reimbursement  in  light  of  the 
recent  decision  in  Health  Research 
Group  V.  Kennedy,  C.A.  No.  77-0734 
(D.D.C.  Mar.  13. 1979).  The  District  Court 
found  that  certain  public  interest 
organizations,  which  do  not  have 
members,  may  not  satisfy  the 
requirements  of  “associational 
standing.”  in  order  to  seek  judicial 
review.  “Associational  standing”  is  a 
legal  doctrine  that  requires  an 
association  seeking  legal  relief  to  show 
that  the  action  it  is  challenging  in  court 
has  an  effect  on  the  association. 

FDA  believes  that  case  does  not  apply 
to  agency  reimbursement,  since  it 
relates  only  to  standing  to  bring  an 
original  action  in  the  courts  rather  than 
to  the  right  to  participate  in  agency 
proceedings,  or  to  reimbursement 
therefor.  Moreover,  the  agency  has 
made  a  conscious  policy  choice  not  to 
impose  any  “standing”  requirements  on 


those  who  wish  to  participate  in  agency 
proceedings  (see  §§  10.3(a)(12)  and 
12.45:  see  also  §  10.45),  Furthermore,  the 
suggestion  that  the  decision  in  Health 
Research  Group  v.  Kennedy  requires 
modifications  in  the  reimbursement 
program  misconstrues  the  purpose  of 
funding  participants — encouragement  of 
effective  presentation  of  the  broadest 
spectrum  of  valuable  perspectives  in 
agency  proceedings,  regardless  of  the 
makeup  of  the  particular  participant 
who  is  making  the  presentation. 

B.  Comments  on  FDA  Authority 

13.  A  significant  number  of  comments 
on  the  advance  notice  and  the  proposed 
rule  questioned  FDA's  authority  to 
reimburse  participants. 

A  thorough  discussion  of  the  issue, 
which  is  meant  to  be  responsive  to  those 
questions  pertaining  to  authority  raised 
by  comments  on  the  advance  notice, 
was  provided  in  the  preamble  to  the 
proposed  rule  (see  44  FR  23046  through 
23048).  Although  some  comments  on  the 
proposed  rule  challenged  that  analysis 
of  the  agency's  authority,  FDA  believes 
that  that  assessment  was  thorough  and 
accurate  and  that  no  comment  has  been 
made  that  would  preclude  establishment 
of  this  program.  However,  in  the  interest 
of  responsiveness,  FDA  will  reply  to 
each  objection  relating  to  its  authority. 

14.  Several  comments  on  the  proposed 
rule  did  question  the  weight  accorded  by 
the  agency,  in  analyzing  its  authority,  to 
certain  discrete  sources — the  judicial 
decisions  in  Greene  County  Planning 
Board  v.  Federal  Power  Commission, 

559  F.  2d  1227, 1237  (2d  Cir.  1977  en 
banc),  cert,  denied,  98  S.  Ct.  1280  (1978) 
and  Chamber  of  Commerce  of  the 
United  States  v.  Department  of 
Agriculture,  459  F.  Supp.  216  (D.D.C. 
1978);  the  statutes  that  provide  implied 
authority  for  agency  reimbursement;  the 
opinions  on  agency  authority  of  the 
Comptroller  General;  the  opinions  on  the 
applicability  of  Greene  County  by  the 
Department  of  Justice  Office  of  Legal 
Counsel  and  by  the  Attorney  General; 
and  the  House-Senate  Conference 
Committee  Report  on  FDA's 
appropriation  for  the  1979  fiscal  year. 

The  agency  believes  that  on  balance 
these  authorities  weigh  strongly  in  favor 
of  finding  agency  authority,  and  that  no 
other,  contrary,  authorities  warrant  a 
different  conclusion. 

15.  Some  comments  on  the  pioposal 
argued  that  the  decision  in  the  Greene 
County  case  generally  was  dispositive 
of  the  issue  of  agency  reimbursement 
authority  and  specifically  overruled  the 
Comptroller  General's  decisions 
respecting  agency  authority.  These 
comments  contended  that  FDA's 
rationale  for  finding  statutory  authority 


for  reimbursement  was 
indistinguishable  from  the  rationale 
rejected  by  the  court  in  Greene  County. 
Moreover,  these  comments 
characterized  as  interesting,  but 
gratuitous,  commentary  the  opinions  of 
the  Department  of  Justice  and  of  the 
Attorney  General,  which  stated  that 
each  agency  should  decide  for  itself 
whether  it  possesses  authority  because 
the  Greene  County  opinion  did  not 
apply  to  agencies  other  than  FPC  (now 
the  Federal  Energy  Regulatory 
Commission). 

FDA  does  not  find  these  comments 
persuasive.  The  agency  believes  that 
Greene  County  applies  only  to  the  FPC 
and  that  the  reasoning  of  the 
Comptroller  General  as  well  as  that  of 
the  Department  of  Justice  and  of  the 
Attorney  General  therefore  does  apply 
to  FDA.  Thus,  the  agency  adopts  the 
.analysis  in  the  proposed  rule,  in  which 
FDA  examined  its  statutes  and  found 
agency  authority  (seed  44  FR  23046- 
23047).  FDA  also  notes  that  other 
agencies  have  not  considered 
themselves  bound  by  the  opinion  in 
Greene  County,  but  rather  have 
proceeded  to  consider  whether  they 
have  authority,  have  found  it,  and  have 
either  proposed  or  established 
reimbursement  programs  (see  44  FR 
23045-23046). 

16.  Several  comments  also  contended 
that  Greene  County  requires  explicit 
congressional  authorization  for  agency 
reimbursement,  which  the  comments 
noted  FDA  does  not  have.  Those 
comments  found  deficient  FDA's 
contention  that  it  has  reimbursement 
authority,  and  they  were  particularly 
critical  of  the  agency's  reliance  on  its 
statutes,  especially  the  1979 
appropriations  legislation,  the 
Conference  Committee  Report  that 
accompanied  that  legislation,  and  the 
opinions  of  the  Comptroller  General. 

FDA  believes'that  Greene  County 
does  not  apply  to  the  agency  or  require 
express  congressional  authorization  for 
FDA  reimbursement.  The  agency  also 
finds  that  its  statutes  provide  ample 
authority  to  reimburse  participants  in 
accordance  with  the  rulings  of  the 
Comptroller  General.  Moreover,  FDA 
believes  that  the  Conference  Committee 
Report  is  a  very  persuasive  indication  of 
congressional  understanding  that  FDA 
has  sufficient  authority  to  initiate  a  pilot 
reimbursement  program, 

17.  Some  comments  asserted  that  the 
passage  of  legislation  expressly 
authorizing  reimbursement  by  two 
agencies  and  introduction  and  defeat  of 
legislation  providing  explicit  authority 
for  agency  reimbursement  on  a 
government-wide  basis  were  clear 
evidence  that  Congress  believes 
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agencies  lack  implied  reimbursement 
authority. 

It  is  equally  plausible  that  the 
legislation  providing  for  reimbursement 
on  a  government-wide  basis  was 
intended  to  remove  all  doubts  that  may 
arise  from  variations  in  the  language  of 
different  statutes  currently  in  effect,  to 
prov  ide  clear  guidance  to  agencies  that 
are  initiating  reimbursement  programs 
and  to  eliminate  wasteful  duplication  by 
bringing  uniformity  to  those  efforts,  and 
to  hasten  the  establishment  of 
reimbursement  programs  by  more 
agencies.  Moreover,  this  congressional 
action  is  responsive  to  the  Comptroller 
General's  suggestion  that  the 
“parameters  of  such  financial 
assistance,  and  the  scope  and 
limitations  on  the  use  of  appropriated 
funds  for  this  purpose  *  *  *  be  fully  set 
forth  by  the  Congress  in  legislation,  as 
was  done  in  the  case  of  FTC  by  the 
‘Magnuson-Moss*  Act“  (Decision  B- 
92288,  Feb.  19. 1976,  p.  8).  In  general 
reliable  conclusions  as  to  congressional 
intent  cannot  be  drawn  from  the  failure 
of  Congress  to  enact  legislation.  See 
Helvering  v.  Hallock,  309  U.S.  106, 119, 
121  (1940);  United  States  v.  Southern 
Underwriters  Association,  322  U.S.  533, 
560-561  (1944).  Finally,  an  early,  and 
perhaps  the  most  accurate,  expression 
of  congressional  intent  may  be  the 
explanation  jjrovided  by  the  House- 
Senate  Conference  Committee  for  its 
decision  to  delete  a  provision  expressly 
authorizing  reimbursement  from  the 
Energy  Reorganization  Act  of  1974: 

The  deletion  of  (the  rinancial  assistance 
provision]  is  in  no  way  intended  to  express 
an  opinion  that  parties  are  or  are  not  now 
entitled  to  some  reimbursement  for  any  or  all 
costs  incurred  in  licensing  proceedings  *  *  * 
since  it  appears  that  there  is  nothing  in  the 
Atomic  Energy  Act.  as  amended,  which 
would  preclude  the  Commission  from 
reimbursing  parties  where  it  deems  it 
necessary,  f  l.R.  Rep.  No.  93-1445,  93d  Cong.. 
2d  Sess.  37  (1974). 

18.  A  few  comments  argued  that  the 
Second  Circuit’s  reliance  in  Greene 
County  on  Alyeska  Pipeline  Service  Co. 
V.  Wilderness.  421  U  S.  240  (1975)  and 
Turner  v.  FCC.  514  F.2d  1254  (D.C.  Cir. 
1975)  specifically  prohibits  agency 
reimbursement  in  the  absence  of 
express  congressional  authorization. 

flowever.  this  analysis  overlooks  the 
fact  that  neither  case  involved  the 
question  of  reimbursement  by  an  agency 
from  its  own  funds  for  public 
participation  in  administrative 
proceedings,  and  therefore,  the  cases  do 
not  apply.  In  Alyeska,  the  Court 
examined  fee  shifting  between  parties  in 
court  litigation.  Even  though  Turner  did 
involve  litigants  in  an  administrative 
proceeding,  the  ruling  there  still  applied 


only  to  the  question  of  fee  shifting 
between  those  parties. 

19.  A  few  comments  argued  that  31 
U.S.C.  628,  which  provides  that  “sums 
appropriated  for  the  various  branches  of 
expenditure  in  the  public  service  shall 
be  applied  solely  to  the  objects  for 
which  they  are  respectively  made,” 
precludes  reimbursement  by  FDA. 

The  agency  rejects  diese  commentsd 
as  an  overly  literal  reading  of  the 
statutory  section  and  one  that  would 
render  it  unworkable.  Congress  oould 
not  provide  and  has  not  provided 
explicitly  for  every  expenditure  by  FDA 
or  any  other  agency.  FDA’s  reading  of 
this  statutory'  section  accords  with  that 
of  the  Comptroller  General  (see  Decision 
B-92288.  Feb.  19. 1976,  p.  3). 

20.  Some  comments  denigrated  the 
significance  of  the  Chamber  of 
Commerce  opinion,  especially  vis-a-vis 
Greene  County,  contending  that  the 
decision  was  not  one  on  the  merits  but 
merely  a  ruling  on  a  request  for 
preliminary  relief  and  that  the 
underlying  facts  presented  in  the  case 
were  distinguishable  from  those 
presented  by  Greene  County. 

'The  case  did  arise  in  the  context  of  a 
request  for  preliminary  relief  and 
technically  involved  agency  funding  of  a 
study,  rather  than  direct  public 
participation.  However,  Ae  court,  in 
holding  that  USDA  has  implied  statutory 
authority  to  reimburse  public 
participants  in  its  proceedings,  provided 
a  rationale  that  dealt  thoroughly  and 
explicitly  with  the  merits  of  the  very 
question  presented  in  Greene  County 
and  raised  in  these  comments  (see 
Chamber  of  Commerce  of  the  United 
States  V.  Department  of  Agriculture.  459 
F.  Supp.  216,  221-222  (D.D.C.  1978)). 

21.  One  comment  contended  that  the 
proposed  criteria  for  reimbursement 
went  beyond  the  scope  of  the  rulings  6f 
the  Comptroller  General  on  which  FDA 
reimbursement  ostensibly  is  required  to 
be  based. 

FDA  believes  that  the  criteria 
included  in  the  final  rule  are  consistent 
with  the  rulings  of  the  Comptroller 
General.  For  more  detailed  discussion  of 
these  criteria,  see  paragraphs  71,  73,  74. 
76.  and  77  below. 

C.  Comments  on  Specific  Provisions  of 
the  Proposed  Rule 

22.  FDA  has  included,  for  purposes  of 
clarity,  specificity,  simplification,  and 
consistency,  agency-initiated 
nonsubstantive  changes  in  specific 
provisions  of  the  final  rule.  'These 
changes  will  not  be  noted  in  the 
discussion  below. 

23.  Numerous  comments  on  §  10.200 
addressed  the  question  of  those  FDA 
proceedings  in  which  reimbursement 


should  be  made  available.  Those 
comments  that  favored  reimbursement 
generally  requested  that  it  be  provided 
for  participation  in  all  types  of  agency 
proceedings,  particularly  notice  and 
comment  rulemaking.  One  comment 
expressed  the  view  that  payment  for 
participation  in  Part  12  proceedings 
might  be  even  less  appropriate  than 
reimbursement  for  initiating  a 
proceeding  or  for  participating  in  a 
notice  and  comment  proceeding.  This 
comment  stated  that  public  interest 
groups  traditionally  initiate  proceedings 
and  then  rely  on  FDA  to  represent  their 
views  once  the  administrative  hearing 
phase  of  the  proceeding  begins.  The 
comment  also  noted  that  policy  advice 
provided  by  the  public  in  notice  and 
comment  proceedings  may  significantly 
improve  agency  decisionmaking. 

Comments  that  opposed 
reimbursement  generally  contended  that 
it  should  be  available  only  for 
participation  in  Part  12  proceedings  and 
that  separate  demonstration  programs 
should  be  conducted  under  Parts  13, 14, 
15,  or  16.  Other  comments  suggested  that 
the  agency  reimburse  participants  in 
proceedings  on  the  basis  of  the 
importance  to  the  public  of  the  issues 
raised,  the  benefit  to  be  derived  from 
public  participation,  and  the  interest  of 
the  public  in  participating.  Some 
comments  substantially  agreed  with 
FDA’s  proposal  to  make  Part  12 
proceedings  the  focus  of  the  program, 
but  urged  the  agency  to  retain  sufficient 
flexibility  to  provide  reimbursement  in 
proceedings  under  Parts  13, 14. 15.  and 
16  where  appropriate. 

FDA  has  decided  to  proceed  in  the 
manner  set  forth  in  the  preamble  to  the 
proposed  rule  and  for  the  reasons  stated 
there  (see  44  FR  23048).  Should  the 
emphasis  on  funding  Part  12  proceedings 
appear  unwarranted,  reimbursement  can 
be  provided  for  proceedings  conducted 
under  Parts  13, 14, 15,  or  16,  FDA  has 
decided  not  to  provide  reimbursement 
for  participation  in  notice  and  comment 
proceedings  because  the  agency 
believes  maximum  benefit  will  be 
derived  from  the  scarce  resources 
available  for  this  program  by  funding 
participartion  in  Part  12, 13, 14. 15.  and 
16  proceedings.  Moreover,  the  cost  of 
these  proceedings  generally  exceeds 
that  incurred  in  participating  in  notice 
and  comment  rulemaking  (see  the 
discussion  of  costs  at  44  FR  23046).  If 
evaluation  of  the  pilot  program  reveals 
that  agency  funds  for  reimbursement 
might  be  better  spent  on  other  types  of 
proceedings,  such  as  notice  and 
comment  rulemaking,  appropriate 
changes  can  be  made  at  that  time  should 
FDA  decide  to  continue  the  program. 
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24.  One  contment  suggested  that  the 
final  rule  require  PDA  to  develop  a 
standard  application  form. 

The  agenoy  is  in  the  process  pf 
preparing  application  forms,  which  will 
be  circulated  to  interested  persons  as 
part  of  the  agency’s  effort 'to  encourage 
participation  in  the  program.  See 
paragraph  5,  above.  These  forms  also 
will  .be  available  upon  request  from  the 
Office  of  Consumer  Affairs.  It  is 
unnecessary,  however,  to ’provide  for 
preparation  of  application  forms  fn  the 
rule. 

25.  Several  comments  contended  that 
§  10.210(a)  provides  insufficient  time  for 
the  submission  of  applications  and 
objected  to  FDA’s  statement  that.it 
would  favor  applications  submitted 
early.  One  comment  suggested  that  such 
favoritism  .might  result  in  the  submission 
of  poorly  prepared  applications,  and 
another  suggested  that  applicants 
located  outside  Washington.  DC,  would 
be  disadvantaged. 

The  agency  rejects  these  icomments, 
FDA  will  retain  the  proposed  time  frame 
for  submission  of  applications  because 
the  agency  believes  it  will  provide 
sufficient  time  for  preparation  .and  is 
necessary  to  help  expedite  neviewiof 
applications  and  timely  completion  of 
proceedings  in  .which  .reimbursement  .is 
available.  The  agency  intends  to  favor 
'early  .applications  because  it  should 
provide  an  incentive  for  applicants  to 
avoid  delay.  Of  course,  applications  that 
are  inadequate  would  not  be  favored, 
regardless  of  how. early  they  are 
submitted. 

26.  One  comment  suggested  that 
provision  be  made  in  §  10.210(a)  to 
enable  the  Board  to  extend  the  time 
limit  for  filing  an  application  where  FDA 
is  responsible  for  delays  in  the 
application  review  process,  that  is,  by 
requesting  submission, of  additional 
information. 

The  agency  rejects  this  comment.  FDA 
has  not  provided  for  this  contingency  in 
the  final  rule  because  it  is  unncessary. 
Applicants  will  not 'be  penalized  if 
consideration  of  their  applications  is 
delayed  due  to  the  fault  rf  FDA. 

27.  One  comment  suggested  that 
applicants  be  required  to  file 
applicalions  only  with  the  Hearing 
Clerk. 

FDA  adopts  this  comment.  Section 
10.210(a)  now  requires  that'four  copies 
of  each  application  be  filed  only  with 
the  Hearing  Clerk. 

28.  One  comment  suggested  that  PDA 
announce  the  availability  of 
reimbursement  for  participation  in  each 
proceeding  where  reimbursement  will 
be  provided. 

The  agency  adopts  this  comment. 
Section  10.210(a)  of  the  final  rule 


provides  for-ncftificafion  of  availability 
of  reimbursement  as  part  bf  all  notices 
of  hearing  in  Part  12, 13. 14,  or  15 
proceedings  and  as  part  of  all  notices  of 
opportunity  for  hearing  in  Part  16 
proceedings.  Technical  conforming 
amendments  are.  made  in  Parts  12, 13, 

14, 15,  and  16. 

29.  'One  comment  criticized  as  a  "trap 
for  unwary  citizen  groqps"  the 
requirement  of  §  10.210(b)  'that  the 
application  be  in  ifhe  form  of  a  sworn 
statement. 

FDA ‘has ’decided  to  respond  to  this 
criticism  by  providing  explicit 
instructions  for  compliance  with  the 
requirement  in  the  application  form. 

30.  A  few  comments  suggested  that  an 
applicant’s  past  or  present  affiliation 
with  FDA  or  with  a  ‘business  regulated 
by  FDA 'be  identified  in  the  applicant's 
submission. 

FDA  adopts  this  comment. 'Section 
10.210(b)(T) -now  requires -that  affiliation 
with  FDA  or  a  -business  regulated  by 
FDA  on  the  part  of  an  individual 
applicant,  -or  menibers  bf  the  board  or 
employees  of  an  organization  applying 
for  reimbursement,  be  identified.  The 
agency 'believes  that  this  provision  will 
facilitaie  decisionmaking  on 
reimbursement,  minimize  the 
appearance  of  bias  and/or  conflict  of 
interest,  end  enhance  the  credibility  of 
the  reimibursement  program. 

31.  One  comment  suggested  that’an 
applicant ‘be  required  to  identify  its 
organizational  structure,  process  of 
officer  selection,  and  voting -privileges  of 
its  members. 

FDA  rejects  this  comment.  The  agency 
believes  that  the  information  required  in 
the  final  rule  is  sufficient  to  permit  the 
Evafluation 'Board  to  determine  whether 
an  applicant  meets  the  eligibility 
requirements. 

32.  One  comment  recommended  that 
applicants  be  required  to  secure 
designation  as  a  tax-exempt 
organization  under  section  5Gl(c)(3)  of 
the  Internal  Revenue  Code. 

The  agency  rejects  this  comment.  FDA 
wishes  to  retain  sufficient  flexibility  to 
reimburse  any  applicant  that  can  satisfy 
the  eligibility  criteria.  Moreover,  'the 
suggested  requirement  would  serve 'little 
purpose,  would  be  burdensome,  and 
might  discourage  persons  from 
submitting  applications. 

88.  Severs!!  comments  expressed 
concern  about  the  possibility  of  payment 
of  reimbursement  to  "prbfessional" 
participants,  that  is,  those  whose 
-contribution  is  likely  to  be  of 'little  value 
because  their  major  motivation  is  to 
obtain  reimbursement  funds.  These 
comments  suggested  that  applicants  be 
required  to -demonstrate  their 
relationship  to  those  whom  they  seek  to 


represent  and  their  prior  interest  in  the 
subject  matter  of  the  proceeding. 

FDA  is  sensitive  to  the  problem  of 
reimbursing  "professional"  participants, 
and  believes  that  the  final  rifle 
substantially  complies  with  the 
suggestions  made.  The  rule  requires 
submission  of  information  on  whether 
an  i^pplicant  is  an  appropriate 
representative  cf  other  persons  similarly 
affected  (§  10.2t0fb)t3)):  on  an 
applicant’s  prior  experience '(§  10.210 
(b)(6)  and  {bj(14)):  and  on  other 
reimbursement  paid  an  applicant 'by  the 
Federal  Government  (§  10.210(b)(14)). 

For  a  discussion  of  one  .problem  closely 
related  to  the  issues  raised  by  these 
comments,  see  paragraph  12  above. 

34.  One  comment  suggested  that  the 
language  of  §  t0.2l:0(.b)(4)  be  modified  to 
require  an  applicant  to  describe  "any 
past  or  .present  or  conten^plated 
contracting,  consulting,  dleemosynary, 
or  other  financial  relationship,  of  the 
applicant  with  any  individual  or 
organization  having  an  .economic 
interest  in  the  outcome  .df  the  proceeding 
for  which  reimbursement  is  sought." 

The  agency  has  .changed 'the  wording 
of  this  paragrajfh  to  comjfly 
substantially  with  this  suggestion. 

35.  'One  comment  suggested  that 
§  10.220(c)(3)  (i),  (ii),  (iii)  and  (iv)  be 
reprinted  on  the  application  form  in  the 
area  provided  for  information 
responsive  to  the  requirements  imposed 
by  §  10.210(b)  (5),  (7),  (6),  and  (8)  through 
(12),  respectively. 

FDA  adopts  the  suggestion. 

36.  One  comment  asserted  that 
§  10.210(b)(6),  which  requires  an 
appilicant  to  discuss  why  it  is  an 
"appropriate”  representative  df  the 
position(s)  it  proposes  to  present,  should 
use  the  term  “competent”  rather  than 
appropriate  to  avoid  confusion  with 

§  10.210(b)(3),  which  seeks  information 
on  appropriateness. 

FDA  adopts  the  comment.  Section 
10.210(b)(6)  is  intended  to  solicit 
information  concerning  an  applicant’s 
competence,  and  .therefore  that  term 
should  be  used. 

37.  Several  comments  suggested  that 
§  10.210(b)(10)  require  an  applicant  to 
explain  why  less  than  the  desired 
degree  of  participation  would  not  suffice 
to  effectively  represent  its  views. 

FDA  rejects  this  comment.  If  the 
degree  of  participation  for  whii^h  the 
applicant  seeks  reimbursement  exceeds 
that  required  for  adequate 
representation,  funding  would  nut  be 
provided  to  that  applicant.  FDA  can 
make  this  determination  on  the  basis  of 
the  speciHc  information  it  already 
requires  the  applicant  to  submit. 
Therefore,  it  is  unnecessary  to  require 
an  additional  narrative  statement  on 
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this  subject.  Moreover,  one  reason  for 
establishment  of  this  program  is  the 
recognition  that  increased,  effective 
public  participation  at  the  actual 
proceedings  held  under  Parts  12. 13. 14. 
15,  and  16  is  needed  (see  the  discussion 
in  paragraph  1  above). 

38.  Several  comments  questioned  the 
necessity  for  requiring  submission  of 
financial  information  generally  and  by 
individuals  specifically  under 

§  10.210(b)(ll). 

FDA  is  requiring  submission  of  this 
information  because  the  agency  believes 
that  it  needs  it  in  order  to  determine 
accurately  whether  an  ai^licant  meets 
the  financial  eligibility  criterion  for 
reimbursement. 

39.  Several  comments  expressed 
concern  generally  about  the  burdensome 
nature  of  the  financial  disclosure 
requirements  of  §  10.210[b](ll). 

FDA  rejects  these  comments.  The 
agency  needs  the  information  required 
to  be  submitted  in  order  to  make  the 
requisite  determinations  respecting 
eligibility,  and  it  believes  the 
requirements  will  not  impose  an  undue 
burden  on  applicants. 

The  agency  adopts  this  suggestion. 

40.  Several  comments  contended  that 
the  disclosure  of  financial  information 
required  by  §  10.210(b)(ll)  constituted 
an  invasion  of  privacy. 

FDA  has  decided  not  to  change 
§  10.210(b)(ll),  for  the  reasons  provided 
in  response  to  the  specific  comments 
discussed  below  in  paragraphs  41 
through  43. 

41.  One  comment  questioned  the  need 
to  disclose  publicly,  rather  than  keep 
confidential,  the  Information  required  to 
be  submitted  under  §  10.210(b](ll). 

FDA  will  make  publicly  available  the 
information  required  to  be  submitted. 
The  agency  has  decided  to  do  so 
because  it  believes  that  those  who 
affirmatively  seek  public  funds  should 
be  willing  to  allow  the  public  to  oversee 
the  expenditure  of  those  funds,  thus 
ensurirg  the  integrity  of  the  program. 

42.  One  comment  asked  whether  FDA 
was  seeking  specific  information  about 
the  financial  status  of  an  individual 
member,  employee,  director,  or  officer  of 
an  organizational  applicant. 

The  agency  is  not  seeking  that  type  of 
information,  except  insofar  as  the 
information  required  to  be  submitted 
under  §  10.210(b]  (1)  or  (4)  might  be 
considered  financial  information  of  an 
individual. 

43.  Another  comment  alleged  that  the 
financial  reporting  requirements  might 
result  in  a  loss  of  privacy  regarding  the 
source  and  use  of  an  applicant’s 
operating  funds. 

The  source  of  funds  will  not  be 
divulged  because  the  agency  is  not 


requiring  disclosure  of  the  names  of 
grantors  of,  or  private  contributors  to, 
applicants.  FDA  must  have  certain 
information  on  the  use  of  an  applicant’s 
funds  so  that  the  agency  may  make  the 
requisite  determination  regarding 
financial  eligibility.  However, 

§  10.210(b)(12)(i)  requires  submission  of 
information  only  on  significant  projects. 

44.  One  comment  suggested  that 

§  10.210{b)(12)(iv)  be  modified.  That 
section  provides  that  applicants  who 
have  submitted  applications  during  the 
preceding  6  months  of  the  applicants’ 
current  fiscal  year  need  not  file  another 
financial  statement,  but  need  only 
inform  the  Board  of  material  changes  in 
their  financial  status  when  submitting 
additional  applications.  The  comment 
requested  that  the  6-month  time  frame 
be  changed  to  the  applicants’  current 
fiscal  year. 

The  agency  adopts  this  suggestion. 

45.  Several  comments  opposed 
§  10.210(b](12],  which  requires  an 
explanation  of  why  the  applicant  cannot 
obtain  the  requested  funds  in  other 
ways,  on  the  ground  that  it  is 
burdensome,  or  could  be  embarrassing. 

The  agency  rejects  the  comment,  FDA 
believes  that  the  information  sought  is 
important  to  the  eligibility  determination 
and  that  compliance  with  the 
requirement  will  not  be  too  onerous.  An 
applicant’s  submission  may  be  brief, 
and  applicants  are  not  expected,  as  two 
comments  mistakenly  asserted,  to 
explain  why  particular  grantors  have 
not  donated  funds  to  applicants  or  to 
make  a  special  effort  to  seek  funds 
during  the  25-day  period  for  application. 

46.  One  comment  suggested  that 
§  10.210(b](12)  include  a  provision 
stating  that  an  applicant  would  not  be 
rendered  ineligible  merely  because  it 
made  a  profit. 

This  comment  is  rejected.  FDA  will 
not  include  such  a  provision  in  the 
regulation,  but  agrees  in  substance  and 
will  act  in  accord  with  the 
recommendation  (see  the  discussion 
relating  to  “indigency”  at  44  FR  23051). 
Indeed,  the  agency  welcomes 
applications  from  small  businesses  that, 
despite  making  a  profit,  satisfy  the 
eligibility  requirements. 

47.  Some  comments  on  §  10.210(b)(13). 
which  provides  for  submission  of  a  list 
of  all  proceedings  of  the  Federal 
government  in  which  the  applicant  has 
participated  during  the  preceding  year, 
suggested  that  the  list  of  proceedings  be 
expanded  to  include  proceedings  in  all 
three  branches,  and  at  all  three  levels,  of 
government. 

FDA  rejects  this  suggestion  because  it 
believes  that  requiring  the  additional 
information  would  be  too  burdensome. 
Moreover,  information  is  only  required 


to  be  submitted  for  participation  in 
Federal  administrative  proceedings 
involving  a  hearing  on  the  record. 
However,  applicants  who  believe  that 
submission  of  information  on  their 
participation  in  other  proceedings  will 
assist  FDA  in  assessing  their 
applications  are  encouraged  to  submit 
that  information. 

48.  Other  comments  on  §  10.210(b)(13) 
generally  questioned  the  relevance  of 
information  respecting  reimbursement  of 
applicants  for  participation  in  other 
proceedings,  and  particularly  questioned 
its  pertinence  before  a  determination 
that  two  or  more  qualified  applicants 
meet  the  eligibility  criteria  of 

§  10.220(c)(3). 

The  agency  rejects  these  comments. 
FDA  believes  that  this  information  helps 
to  provide  a  safeguard  against 
reimbursement  of  "professional” 
participants  and  may  be  useful  at  any 
point  in  the  decisionmaking  process. 

49.  One  comment  on  §  10.210(c),  which 
provides  for  submission  within  certain 
prescribed  time  frames  of  a  copy  of  the 
application  to  the  presiding  officer, 
suggested  that  deadlines  be  made 
conspicuous  on  application  forms. 

FDA  adopts  this  suggestion. 

50.  Several  comments  criticized  the 
requirement  of  §  10.210(d)  that 
applicants  attend  the  prehearing 
conference  in  Part  12  proceedings.  Most 
argued  that  the  requirement  would 
impose  unnecessary  financial  hardship 
on  applicants  and  discriminate  in  favor 
of  applicants  located  in  the  Washington, 
DC  area. 

FDA  acknowledges  these  criticisms, 
but  will  retain  the  requirement.  The 
agency  believes  that  the  prehearing 
conference  is  the  best  available  forum  in 
which  to  obtain  essential  information 
from  applicants  in  an  expeditious 
manner  and  that  the  information  derived 
will  enhance  considerably  the  quality  of 
the  presiding  officer’s  recommendations 
on  reimbursement.  The  prehearing 
conference  narrows  and  clarifies  the 
matters  at  issue  and  the  contentions  of 
the  parties.  It  outlines  the  probable 
course  of  the  hearing  and  identifies  the 
expected  areas  of  testimony.  The 
specific  role  that  an  applicant  can 
usefully  play  in  the  proceeding  can  be 
identified  only  on  the  basis  of  the 
development  of  the  case  that  takes  place 
at  the  conference.  Moreover,  the  rules 
governing  Part  12  proceedings  require 
that  all  participants  attend  the 
prehearing  conference.  Furthermore, 
successful  applicants  will  be  reimbursed 
for  the  transportation  and  travel-related 
costs  of  attendance.  Finally  FDA 
believes  that  attendance  is  one  measure 
of  applicant  commitment. 
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51.  One  oomment  suggested  Ihst 
applicants  immediately  notify  the 
presiding  officer  of  any  changes  in  the 
information  submitted  under  the 
requirements  of '§  10.210(b)(4]. 

The  agency  has  basically  .adopted  this 
suggestion.  Section  10.210(d]  now 
requires  that  where  significant  .changes 
in  any  of  the  information  submitted  in 
the  application  occur  after  its 
submission,  a  supplement  to  the 
application  be  promptly  filed  with  the 
Hearing  Clerk. 

52.  Three  comments  generally 
opposed  §  10.215(a),  which  requires 
submission  to  the  Board  of  .a 
recommendation  by  the  .presiding 
officer.  One  .comment  said  an  applicant 
might.be  reluctant  to  challenge  the 
presiding  officer  during  the  .course  of  a 
proceeding  because  .that  action  might 
jeopardize  future  requests  for  funding- 
Another  comment  said  that  the 
presiding  officer  will  not  be  objective, 
but  rather  will  favor  applicants  who 
propose  to  present  .the  .type. of  testimony 
he  or  she  wants  to  hear. 

The  eigenoy  rejects  these  arguments. 
The  preamble  to  the  proposal 
adequately  justifies  this. requirement 
(see  44  FR  23040).  Because  the  presiding 
officer  is  required  to  base  the 
recommendation  on  specified. criteria, 
consideration  of  extraneous  factors  such 
as  an  applicant's  prior  challenge  to  one 
of  the  presiding  o^icer's  rulings  is 
precluded.  Moreover,  the  Evaluation 
Board  makes  the  final  decision  on  all 
applications  and  can  overrule  the 
recommendation  of  the  presiding  officer 
if  it  is  not  based  on  the  proper. criteria. 

53.  One  comment  recommended  that 
funding  be  provided  only  in  proceedings 
where  the  presiding  officer  certifies  that 
the  proceeding  requires  funding. 

The  agency  rejects  this  comment.  The 
recommended  procedure  would 
unnecessarily  limit  those  proceedings  in 
which  funding  would  be  available  and 
might  create  delays.  The  procedure 
adopted  by  the  agency  achieves  the 
desired  purpose  by  including  a  written 
recommendation  by  the  presiding 
officer,  which  recommendation  will 
carry  great  weight  with  the  Board. 

54.  One  comment  expressed  the 
opinion  that  §  10.215(b)(2)  should 
require  the  presiding  .officer  to  consider 
each  applicant's  financial  eligibility. 

The  agency  rejects  this  comment.  The 
“economic  need''. criterion  was 
intentionally  excluded  from  the  factors 
the  presiding  officer  is  required  to 
consider  because  its  inclusion  would 
require  expertise  in  financial  .matters 
that  the  presiding. officer  may  not  have 
but  that  the  Board  will  have. 

55.  One  .comment  suggested  lhat 
§  10.215(c),  w'hidh  authorizes  the 


presiding  ofBcerlo  .obtain  documents  - 
from  applicants,  .state  that  .that  authority 
be  exercised  sparingly  lo  minimize 
delay. 

Tim  agency  rejects  this  comment.  This 
authority  is  an  important  mechanism  for 
expeditiously  obtaining  information',  j 
from  applicants.  It  is  anticipated  that 
this  procedure  will  expedite  the 
application  process.  The  authority 
therefore  should  not  be  limited,  but 
rather  should  be  exercised  as  necessary 
to  determine  an  applicant's  eligibility. 
The  agency  has  confidence  in  the  ability 
of  its  Administrative 'Law  Judge  or 
judges  and  other  presiding  olTicers  to 
exercise  wisely  the  authority  provided 
by  §  10.215(c). 

56.  Several  comments  foutid 
unnecessary  §  10.215(d),  which  allows 
participants  .to  comment  on  applications 
in  Part  12, 13, 14,  and  16  proceedings. 
They  contended  that  it  "intiLiertly  offset 
the  desired  equality  of  the  Htfected 
parties,"’  that  it  would  unnecesi-arily 
delay  the  processing  of  applications, 
and  that  it  is  of  little  value  because 
industry  participants  will  generally  seek 
to  disqualify  applicants.  One  comment 
suggested  that  rather  than  commenting 
on  applications  for  reimbursement, 
participants  should  file  written 
statements  outlining  their  role  in  the 
proceeding. 

FDA  rejects  these  .comments.  It  would 
be  unfair  to  prohibit  comments  on 
applications  by  self-supported  or  agency 
participants  whose  interests  will  be 
affected  by  the  participation  of  agency- 
funded  applicants.  Moreover,  the  time 
frame  for  submission  of  comments  by 
participants  will  not  delay  the 
processir^  of  applications.  Finally,  ithe 
view  points.of  participants  may  .assist 
the  Board  in  making. decisions  on 
applications. 

57.  One  .comment  asserted  .that  the 
presiding  ^officer  should  not  review -the 
comments  submitted  by  participants 
under  §  10.215(d). 

The  regulation  does  not  .provide  for 
such  review  but  rather  for  review  of 
participants'  comments  only  by  the 
Evaluation  Board. 

58.  Several  comments  recommended 
that  the  participants'  right  lo  comment 
on  applications  under  §  10.215(d)  be 
extended  to  Part  15  proceedings. 

The  agency  rejects  Ihis 
recommendation  fonthe  same  reasons 
that  FDA  decided  initially  not  to  provide 
for  comments  in  .those  proceedings  i(see 
44  FR  23049). 

59.  A  few  comments  asserted  that 
participants  should  be  allowed  to 
comment  on  communications  among  Ihe 
Board  (including  the  Board's  decision), 
the  presiding  officer  (including  the 


presiding  officer's  recommendation), 
staff  and  applicants. 

The  agency  rejects  this  proposal 
because  such  comments  would 
significantly  delay  the  application 
process.  Moreover,  the  provision  made 
for. comments  on.eaoh  application  will 
allow  participants  an  adequate 
opportunity  to  express  their  views  ito-the 
Board. 

60.  One  comment  requested  that  a 
copy  of  each  application  .be  served  >on 
each  existing  participant  in  the 
proceeding  for  which  funding  is  sought 
in  order  to  facilitate  icomments  on  that 
application,  and  that  the  time  period  for 
filing  comments  not  begin  to  >runiuntil 
receipt  of  the  application  by  the 
participant. 

The  agency  rejects  this  comment.  The 
rule  requires  that  the  Hearing  Clerk 
serve  each  application  -within  5  days  of 
its  filing  on  each  existing  participant. 
The  ;agency  .recognizes  that  the  actual 
time  allowed  for  submission  of 
comments  by  participants  may  betless 
than  15;days  because  the  time  period  for 
filing  icomments  runs  from  the  .date 
applications  are  filed  rather  than  the 
date  they  are  received  by  participants. 
However,  the  time  allotted  for 
participants  to  comment  is  nevertheless 
sufficient.  Providing  additional  time  for 
comment  would  add  unnecessary -delay. 

61.  One  oomment  suggested  that 

§  10.220(c)(4)  provide  that  the  Hearing 
Clerk  notify  all  participants  of  the 
Board's  approval  of  applications. 

The  suggestion  is  adopted. 

62.  Although  several  comments  found 
adequate  the  15-calendar-day  itime 
period  provided  by  §  10.215(e)  for-the 
preparation  of  an  approved  applicant's 
presentation,  numerous  comments  found 
it  inadequate.  These  comments 
suggested  a  . time -period  df  30  to  60 
calendar  days.  One  oomment 
recommended  that  §  10.21 5(e)  be 
amended  to  provide  that  motions  for 
extensions  of  preparation  time  be 
liberally  granted  and  that  motions  to 
reduce  preparation  time  be  strictly 
reviewed  and  denied  -if  -vexatious. 
Another  comment  suggested  that  the 
time  for  decisions  on  applications  by  the 
Board  be  reduced -in  order  to  provide 
applicants  more  preparation  time. 

'The  agency  rejects  these  comments. 
One  measure  of  the  success  of  the 
demonstration  program  will  be  whether 
reimbursement -can  be  provided  without 
unduly  delaying  agency  proceedings. 

The  proposed  15-calendar-day  time 
period  reflects  an  effort  to  balance -the 
interests  of  the  agency,  participants  in 
proceedings  funded  by  the  proposal,  and 
the  public  -in  expeditiously -completing 
agency  proceedings  and  the  interests  of 
applicants  in  having  sufficient  time  to 
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prepare  their  presentations.  The  agency 
believes  it  has  struck  the  proper  balance 
and  that  injection  of  additional  time  into 
the  reimbursement  process  may  result  in 
unw'arranted  delay. 

FDA,  of  course,  recognizes  that  the 
reimbursement  program  is  unlikely  to  be 
successful  if  applicants  cannot 
adequately  prepare  their  presentations. 
However,  agency  experience  with 
proceedings  similar  to  those  for  which 
reimbursement  will  be  made  available 
suggests  that  applicants  will  have 
enough  preparation  time.  The  preamble 
to  the  proposal  explains  the  basis  for 
this  conclusion  (see  44  FR  23050). 
Moreover,  the  presiding  officer  would 
have  authority,  on  his  or  her  own 
initiative  or  on  motion  of  any  participant 
or  applicant,  to  extend  the  15-calendar- 
day  time  period  whenever  an  applicant 
needs  additional  preparation  time.  The 
agency  believes  that  this  provision  is 
sufficient  to  allow  applicants  additional 
preparation  time  when  necessary. 

63.  One  comment  asked  whether  the 
15-calendar-day  preparation  time  period 
for  preparation  provided  by  §  10.215(e) 
begins  to  run  when  the  decision  is 
received  by  the  applicant. 

The  15-calendar-day  time  period  will 
begin  when  the  Board's  final  decision  is 
received  by  the  applicant.  Notification 
of  approval  will  be  sent  by  the  Hearing 
Clerk  “return  receipt  requested"  to 
ensure  a  record  of  its  receipt  and  the 
date  thereof. 

64.  Several  comments  recommended 
that  the  Evaluation  Board  include 
members  from  outside  the  agency,  such 
as  businessmen,  scientists,  or 
consumers. 

The  agency  rejects  these  comments. 
The  agency  believes  that  the  Board 
should  be  composed  solely  of  agency 
employees,  and  §  10.220(a)  has  been 
amended  to  clarify  this  point. 
Decisionmaking  on  behalf  of  FDA 
should  be  carried  out  by  employees  of 
FDA.  Moreover,  a  board  composed  in 
part  of  nonagency  employees  would  be 
less  likely  to  have  knowledge  of  those 
proceedings  funded  by  the  final  rule  and 
be  more  likely  to  experience  delay  in  the 
processing  of  applications. 

65.  One  comment  asked  that  the 
operation  of  the  Board  be  clarified  and 
suggested  that  all  actions  on 
applications  be  taken  by  a  majority  vote 
of  the  three  Board  members,  all  of  whom 
would  be  required  to  vote  on  each 
application. 

The  agency  adopts  the  suggestions. 

66.  One  comment  requested  that 

§  10.220(a)  be  modified  to  provide  for 
the  selection  of  alternate  Board 
members  for  each  proceeding  funded  by 
the  rule.  These  alternates  would 
substitute  for  regular  Board  members  in 


the  event  of  a  disqualification.  The 
comment  also  suggested  that  §  10.220  set 
forth  the  procedures  for  the  replacement 
of  disqualified  Board  members. 

The  suggestion  has  been  adopted  in 
part  in  that  §  10.220(a)  now  provides 
that  the  Commissioner  will  select  a 
replacement  in  the  event  of 
disqualification.  The  agency  believes, 
however,  that  it  is  unnecessary  to  assign 
alternate  Board  members  for  each 
proceeding.  Because  members  of  the 
Board  rarely  would  be  involved  in  any 
of  the  proceedings  funded, 
disqualification  will  occur  infrequently. 
When  that  does  happen,  finding  a 
replacement  should  not  be  a  difficult 
task. 

67.  A  number  of  comments 
recommended  that  all  communications 
between  or  among  the  Board,  the 
presiding  officer,  agency  employees,  and 
the  applicant  be  in  writing,  filed  with  the 
Hearing  Clerk  and  made  available  for 
public  inspection  within  5  days  of  their 
occurrence. 

All  communications  between  the 
Board  and  each  applicant  or  the 
presiding  officer  and  between  the 
presiding  officer  and  each  applicant  are 
required  to  be  in  writing  (or  transcribed) 
and  filed  with  the  Hearing  Clerk  under 
§  §  10.215(c)  and  10.220(d).  Moreover,  the 
Board  is  prohibited  from  communicating 
ex  parte  with  any  agency  employees 
who  are  involved  in  the  proceeding  for 
which  reimbursement  is  being  sought. 
The  recommendation  that  the  Board  file 
with  the  Hearing  Clerk  documents 
reflecting  deliberations  among  Board 
members  or  communications  between 
Board  members  and  FDA  employees 
who  are  not  involved  in  the  proceeding 
for  which  reimbursement  is  being  sought 
is  rejected.  Those  communications 
w’ould  reflect  the  internal 
decisionmaking  process  of  the  Board. 
The  agency  believes  that  it  is  important 
to  maintain  the  confidentiality  of  the 
Board's  internal  deliberations  in  order  to 
encourage  free  debate  and  expression  of 
opinion  in  the  decisionmaking  process. 

The  agency  has  amended  §  §  10.215(c) 
and  10.220(d)  to  provide  that 
communication  between  the  Board,  the 
presiding  officer,  and  the  applicant 
covered  in  those  sections  will  be  filed 
with  the  Hearing  Clerk  “as  soon  as 
practicable.” 

68.  One  comment  suggested  that  the 
Board  be  required  to  consult  with 
Bureau  trial  staff  in  order  that 
applicants  not  duplicate  positions 
already  taken  by  the  Bureau. 

This  suggestion  is  unnecessary. 
Although  the  Board  is  prohibited  from 
communicating  ex  parte  with  agency 
employees  who  are  involved  in  a 
proceeding  for  which  reimbursement  is 


sought.  Bureau  participants,  like  other 
self-supported  participants,  are 
permitted  to  comment  on  applications 
for  reimbursement  and  their  comments 
would  be  filed  with  FDA's  Hearing 
Clerk.  This  procedure  should  ensure  that 
applicants  will  not  duplicate  the 
presentation  of  one  of  the  agency's 
Bureaus. 

69.  Two  comments  requested  that  a 
procedure  be  established  for  appealing  a 
Board  decision.  One  stated  that  such 
appeals  should  be  limited  to  cases 
where  two  or  more  applicants  represent 
the  same  interest  and  one  of  these 
applicants  is  denied  reimbursement. 

The  agency  rejects  these  comments. 
The  proposed  procedure  already 
provides  for  a  preliminary  review  by  the 
presiding  officer  who  first  makes  a 
recommendation  to  the  Evaluation 
Board,  and  that  recommendation  is  then 
reviewed  by  the  Board.  Establishing  an 
additional  level  of  administrative  review 
for  even  a  limited  category  of 
applications  could  substantially  delay 
the  processing  of  applications. 

70.  One  comment  requested  that 

§  10.220(c)  be  amended  to  provide  that 
the  Board's  Bnal  response  to  each 
applicant  be  furnished  within  15  days 
aher  all  participants*  comments  are  due, 
rather  than  15  days  after  receipt  of  the 
presiding  officer's  recommendation.  The 
comment  expressed  concern  that  in 
those  situations  where  the  presiding 
officer  issues  a  recommendation  to  the 
Board  within  a  few  days  of  the  filing  of 
an  application,  and  a  participant's 
comments  are  not  submitted  until  15 
days  after  the  Bling  of  the  application, 
the  Board  would  have  only  a  few  days 
to  consider  those  comments  before 
issuing  its  Hnal  decision. 

The  agency  rejects  this  comment.  In 
general,  the  preparation  of  comments  by 
participants  should  not  take  longer  than 
the  preparation  of  a  recommendation  by 
the  presiding  officer.  Comments 
generally  will  be  reviewed  by  the  Board 
on  an  expedited  basis  as  received  to 
avoid  delay.  Thus,  participants’ 
comments  should  be  clear,  concise,  and 
suitable  for  review  in  a  short  period  of 
time. 

71.  One  comment  expressed  the 
opinion  that  §  10.220(c)(3)(i)  was 
inconsistent  with  the  Comptroller 
General's  ruling  that  an  applicant’s 
participation  be  “necessary”  for  an 
agency  to  fund  that  participation. 
Another  comment  suggested  that  the 
standard  for  §  10.220(c)(3)(i)  should  be 
“but  for  participation  [of  the  applicant]  a 
full  and  fair  determination  of  all  issues 
will  not  be  possible.” 

The  agency  rejects  these  comments. 
'The  standard  set  forth  in  §  10.220(c)(3)(i) 


Federal  Register  /  Vol.  44.  No.  199  /  Friday,  October  12,  1979  /  Rules  and  Regulations 


59183 


was  specifically  approved  by  the 
Comptroller  General: 

While  our  decision  to  NRC  did  refer  to 
participation  being  'essential,'  we  did  not 
intend  to  imply  that  participation  must  be 
absolutely  indispensable  *  *  *  |l]t  would  be 
su^icient  if  an  agency  determines  that  a 
particular  expenditure  for  participation  'can 
reasonably  be  expected  to  contribute 
substantially  to  a  full  and  fair  determination 
of  the  issues  before  it,  even  though  the 
expenditure  may  not  be  'essential'  in  the 
sense  that  the  issues  cannot  be  decided  at  all 
without  such  participation.  [Decision  B- 
139703,  Dec.  3. 1976.  p.  5.) 

72.  One  comment  inquired  whether 
more  than  one  application  could  be 
approved  by  the  Board  for  any  one 
proceeding. 

The  Board  may  approve  two  or  more 
applications  per  proceeding  provided,  of 
our  course,  that  those  applications  meet 
the  eligibility  criteria, 

73.  Two  comments  expressed  the 
opinion  that  proposed  §  10.220(c)(3]  (i) 
and  (ii}  did  not  clearly  state  that  an 
applicant  may  not  represent  an  interest 
that  is  already  adequately  represented 
by  another  participant  in  the  proceeding 
for  which  reimbursement  is  being 
sought. 

The  agency  agrees  and  has  amended 
§  10.220(c)(3)  (i)  and  (ii)  to  clarify  this 
requirement.  It  should  be  noted, 
however,  that  two  applicants  may  be 
funded  to  represent  the  same  interest  so 
long  as  that  interest  is  not  already 
represented  by  a  Bureau  participant  or 
any  other  self-supported  participant  in 
the  proceeding  for  which  reimbursement 
is  being  sought.  For  a  further  discussion 
of  the  latter  issue,  see  paragraph  78 
below. 

74.  One  comment  recommended  that 
§  10.220(c)(3)(ii)  allow  an  applicant  to 
obtain  funding  where  it  seeks  to 
represent,  with  more  vigor,  a  point  of 
view  that  an  agency  participant  already 
represents. 

To  the  extent  that  an  applicant 
proposes  to  represent  precisely  the  same 
position  as  a  Bureau  participant,  with 
identical  or  similar  evidence,  but  claims 
to  represent  that  position  with  more 
vigor  than  the  Bureau,  that  applicant 
would  not  be  funded.  This  conclusion  is 
mandated  by  the  Comptroller  General's 
rulings  and  the  House-Senate 
Conference  Committee  Report  on  FDA’s 
1979  appropriations  bill  (see  44  FR 
23045-23047). 

75.  One  comment  expressed  the 
opinion  that  §  10.220(c)(3)(iv)  should  be 
amended  to  avoid  the  implication  that 
the  ability  of  an  applicant  to  partially 
.fund  itself  is  a  criterion  of  eligibility. 

The  comment  stated  that  an  applicant 
who  can  bear  some  of  the  expenses 
should  not  be  favored  or  disfavored. 


The  agency  adopts  the  suggestion. 
Section  10.220(c)(3)  has  been  amended 
to  provide  that  an  applicant's  ability  to 
bear  some  of  the  financial  burden  will 
be  considered  (with  respect  to  the 
amount  of  reimbursement)  only  after  the 
Board  reaches  a  final  decision  on  the 
applicant’s  eligibility. 

76.  One  comment  suggested  that  the 
principle  stated  in  the  preamble  to  the 
proposed  regulation  (44  FR  23051) — that 
an  applicant  may  have  sufficient 
resources  to  participate  in  some 
proceedings,  but  still  need  funding  for  a 
particular  proceeding — be  incorporated 
in  §  10.220(c)(3)(iv). 

The  agency  rejects  this  suggestion,  but 
does  intend  to  rely  upon  the  principle  in 
applying  the  criterion.  It  is  therefore 
unnecessary  to  include  this  provision  in 
the  regulation. 

77.  One  comment  asserted  that  the 
"indigency”  standard  set  forth  in 

§  10.220(c)(3)(iv)  is  inconsistent  with  the 
Comptroller  General's  rulings  in  that  it 
provides  that  an  applicant  would  be 
eligible  if  it  does  "not  have  available, 
and  cannot  reasonably  obtain  in  other 
ways,  sufficient  resources  to  participate 
effectively  in  the  proceeding."  The 
comment  objected  to  the  use  of  the  term 
"available”  in  §  10.220(c)(3)(iv)  because 
it  would  be  abused  by  applicants. 

The  agency  rejects  this  comment.  The 
Comptroller  General  held  that  it  is 
appropriate  to  compensate  those,  in 
addition  to  the  literally  indigent,  who 
are  otherwise  unable  to  afford 
participation.  Decision  B-139703. 
December  3, 1976,  p.  6.  This  standard 
would  include  those  who  have  sufficient 
resources  to  pay  the  expenses  of 
carrying  on  their  ordinary  activities,  but 
not  the  exceptional  costs  of  participating 
in  a  particular  FDA  proceeding.  The 
information  requested  of  applicants  is 
sufficient  to  enable  FDA  to  detect  abuse 
by  applicants. 

78.  Several  comments  expressed  the 
opinion  that  §  10.220(e)  should  not 
permit  approval  of  two  or  more 
applications  where  the  applicants 
represent  the  same  interest. 

FDA  rejects  this  comment.  The  agency 
is  aware  that  the  approval  of  multiple 
applications  representing  the  same 
interest  could  result  in  an  unwarranted 
duplication  of  effort.  The  agency  does 
not  intend  to  fund  the  presentation  of 
the  same  view  twice.  I^ovision  is  made 
for  funding  two  or  more  applicants  who 
represent  the  same  interest  so  that  the 
agency  may  have  applicants  consolidate 
their  presentations. 

79.  A  few  comments  requested 
deletion  of  the  criterion  in  §  10.220(g)(1) 
that  provides  that  the  Board  may 
consider  whether  an  applicant's  position 
can  be  reasonably  developed  and 


presented  within  the  time  allotted.  One 
of  these  comments  suggested  in  the 
alternative  that  the  presiding  officer’s 
consideration  of  §  10.220(g)(1)  be  made 
expressly  subject  to  the  power  of  the 
presiding  officer  to  extend  preparation 
time  under  §  10.215(e). 

The  agency  rejects  these  comments. 
The  presiding  officer  and  the  Board 
should  be  allowed  to  consider  whether 
the  importance  of  the  applicant’s 
contribution  outweighs  the  resulting 
delay  in  the  proceeding.  In  those 
situations  where  an  applicant’s 
presentation  is  sufficiently  important  to 
justify  a  delay  in  the  proceedings,  the 
presiding  officer  has  the  authority  under 
§  10.215(e)  to  allow  the  applicant 
additional  preparation  time.  It  is 
therefore  unnecessary  to  reiterate  this 
authority  in  §  10.215(b)(4). 

80.  One  comment  found  inappropriate 
the  requirement  in  §  10.220(g)(3)  that  the 
Board  consider  applications  for 
reimbursement  submitted  in  other 
agency  proceedings. 

The  agency  rejects  this  comment.  This 
information  will  be  useful  to  determine 
whether  an  applicant  is  receiving  a 
disproportionate  share  of  Federal 
reimbursement  funds  compared  with 
other  equally  deserving  applicants. 

81.  Several  comments  suggested  that 
applicants  not  receive  reimbursement 
under  §  10.250(a)  for  the  services  of  their 
staff.  Other  comments  stated  that 
reimbursement  for  the  services  of  an 
applicant’s  staff  should  not  be  limited  to 
the  salary  paid  to  the  staff  by  the 
applicant,  but  rather  should  be  the  same 
as  the  rate  of  reimbursement  for  persons 
who  are  not  employees  of  an  applicant. 

The  agency  rejects  these  comments. 
Refusing  to  allow  an  applicant  any 
reimbursement  for  staff  services  would 
be  unfair  because  it  might  preclude 
participation  by  those  applicants  who 
intend  to  rely  primarily  on  the  services 
of  their  staff  for  participating  in  the 
program.  A  ruling  of  the  Comptroller 
General  limits  the  rate  of  reimbursement 
for  "in-house"  services  to  the  costs 
actually  incurred  by  the  applicant,  for 
example,  the  salary  normally  paid  an 
employee  by  the  applicant,  even  if  the 
employee  rate  of  pay  is  lower  than 
prevailing  rates  or  the  maximum  rates 
payable  under  the  reimbursement 
program  to  persons  not  employed  by  an 
applicant  (see  Decision  B-139703,  july 
31, 1978). 

82.  Several  comments  asserted  that 
applicants  should  be  reimbursed  for 
fringe  benefits  and  overhead  costs.  A 
few  comments  stated  that  costs  such  as 
overhead  costs  should  not  be 
reimbursed  because  they  represent  the 
normal  costs  of  running  any 
organization. 
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The  agency  has  decided  not  to 
reimburse  applicants  for  fringe  benefits 
and  overhead  costs.  Although  this 
limitation  may  result  in  each  applicant 
receiving  less  reimbursement,  it  should 
enable  the  agency  to  fund  more 
applicants.  Thus.  §  10.250(b)(2)  has  been 
amended  to  eliminate  the  reference  to 
"fringe  benefits  and  overhead"  in 
describing  the  ceiling  on  reimbursable 
costs. 

83.  One  comment  stated  that  §  10.250, 
which  requires  applicants  to  use  the 
services  of  their  staff  when  such 
services  are  avialable,  should  clearly 
state  that  staff  personnel  are  not 
available  if  participation  in  the 
proceeding  would  preclude  them  from 
pursuing  their  normal  and  necessary 
work  for  the  applicant.  Another 
comment  stated  that  this  requirement  is 
unworkably  vague  and  an  unnecessary 
curb  on  an  applicant's  discretion. 

The  agency  rejects  these  comments. 
The  normal  and  necessary  work  of  an 
applicant’s  staff  may  include 
participating  in  agency  proceedings.  ■ 
Applicant's  should  be  encouraged  to 
utilize  their  staff  in  order  to  reduce  the 
costs  of  participation,  thus  allowing 
more  applicants  to  receive 
reimbursement  under  this  limited  pilot 
program.  If  an  applicant  believes  it  is 
unable  to  utilize  part  or  all  of  its  staff,  it 
is  reasonable  to  require  an  explanation 
of  why  those  staff  members  are 
unavailable.  The  agency  docs  not 
believe  that  these  requirements  are 
unworkable.  The  regulation  has. 
however,  been  amended  in  an  effort  to 
clarify  these  requirements, 

84.  One  comment  recommended  that 
in  those  situations  where  an  applicant 
represents  a  number  of  organizations, 
those  organizations  should  be  required 
to  submit  financial  statements  only  if 
the  funds  requested  exceed  a  certain 
amount. 

The  agency  rejects  this  suggestion.  In 
order  to  determine  whether  such  an 
applicant  meets  the  financial  eligibility 
requirements  established  by  the 
Comptroller  General  and  incorporated 
in  this  rule,  complete  financial 
statements  would  be  required  from  all 
organizations  represented  by  the 
applicant. 

85.  One  comment  requested 
clarification  on  certain  matters  relating 
to  reimbursement.  The  comment 
inquired:  “(a)  How  much  of  a  financial 
burden  would  an  applicant  be  required 
to  bear  in  connection  with  a  proceeding? 
(b)  What  would  be  the  ceiling  amount 
authorized?  How  close  would  the  ceiling 
be  to  the  actual  expenses  incurred  and 
submitted  for  reimbursement?  [and]  (c) 
How  long  before  a  proceeding  would  the 


Board  notify  the  applicant  of  the 
maximum  amount  authorized?" 

(a)  Applicants  would  be  expected  to 
bear  a  portion  of  the  financial  burden 
whenever  possible.  This  amount  will  not 
be  a  fixed  percentage,  but  rather  will 
vary  depending  on  the  applicant's 
ability  to  support  itself. 

(b)  The  award  document  would 
specify  the  total  amount  of  funds  that 
will  be  provided  as  reimbursement.  The 
amount  of  reimbursement  would  vary 
depending  on  the  nature  of  the  proposal. 
There  is  a  ceiling  on  the  rate  of 
reimbursement.  It  generally  would  not 
exceed  the  rate  of  compensation  paid  by 
the  agency  to  its  own  employees,  expert 
witnesses,  consultants  and  other 
personnel  possessing  comparable 
experience  and  expertise. 
Reimbursement  for  staff  services  paid 
by  participating  groups  and 
organizations  would  be  limited  to  rates 
of  reimbursement  normally  paid  by  the 
organization  and,  also,  would  not 
exceed  rates  paid  to  comparable  FDA 
employees.  Applicants  would  not  be 
reimbursed  for  expenses  incurred  in 
excess  of  these  rates  of  reimbursement. 
Moreover,  applicants  would  be 
reimbursed  only  for  expenses  actually 
incurred. 

(c)  Applicants  would  be  notified  of  the 
Board's  final  decision  to  award 
reimbursement  no  later  than  fifteen 
calendar  days  before  the 
commencement  of  a  proceeding  (see 

§  10.215(e)). 

86.  Although  a  number  of  comments 
stated  that  the  maximum  allowable 
rates  of  reimbursement  are  adequate, 
several  comments  stated  that  the  ceiling 
on  the  rate  of  reimbursement  is 
unrealistic  and  that  it  should  be  set  at 
prevailing  market  rates  or  that  provision 
should  be  made  for  more  liberal  granting 
of  exemptions  from  the  ceiling. 

The  agency  rejects  the  comments 
seeking  a  higher  ceiling  on  the  rates  of 
reimbursement.  As  previously  noted,  the 
Comptroller  General  requires  that  “in- 
house  staff  be  paid  their  normal  rate  of 
compensation,  and  the  agency  believes 
this  rate  is  adequate.  The  ceiling  on 
rates  for  outside  personnel,  that  is.  the 
rates  paid  by  FDA  for  comparable 
services,  should  be  sufficient  to  obtain 
qualified  personnel. 

87.  A  number  of  comments  requested 
that  the  regulation  provide  for  the 
making  of  payments  in  advance  of  an 
applicant's  performance  of  the  work. 

The  agency  rejects  these  comments. 
The  Comptroller  General  considers 
impermissible  an  agency's  making  of 
advance  payments  under  a 
reimbursement  program  (see  Decision 
B-139703.  Sept.  22. 1976.  p.  4). 


88.  One  comment  requested  that 

§  10.250  provide  for-the  reimbursement 
of  the  cost  of  preparing  an  application 
for  reimbursement. 

The  agency  rejects  this  comment.  The 
agency  believes  that  the  cost  of 
preparing  an  application  will  not 
discourage  applicants  from  seeking 
reimbursement. 

89.  One  comment  opposed  §  10.250(c). 
which  makes  provisions  for  exceptions 
to  the  normal  ceiling  on  rates  of 
reimbursement  where  the  applicant’s 
participation  in  the  proceeding  would  be 
exceptionally  important  and  the 
applicant  otherwise  meets  the  criteria  of 
§  10.220(c)(3).  The  comment  asserted , 
that  the  agency  should  be  able  to 
procure  internally  the  type  of 
presentation  sought  from  an  applicant 
qualifying  for  this  exception. 

The  agency  rejects  the  comment  If  a' 
participating  agency  Bureau  will  make 
the  same  presentation  as  an  applicant 
that  applicant  will  not  be  funded  This 
exception  applies  in  the  rare  situation 
where  an  applicant  will  make  an 
important  contribution  to  a  proceeding 
that  other  participants  cannot  or  will 
not,  make  but  needs  funding  in  excess  of 
the  normal  'ceiling  to  do  so. 

90.  Several  comments  expressed  the 
opinion  that  proposed  §  10.275(a)(3). 
which  required  as  a  condition  of 
obtaining  supplementary  reimbursement 
that  an  applicant  have  substantially 
underestimated  the  probable  cost  of 
participation,  should  be  deleted  because 
it  is  counterproductive  in  that  it  would 
encourage  large  cost  overruns. 

The  agency  adopts  the  suggestion. 

91.  Several  conynents  objected  to 

§  10.275(b).  which  prohibits  the  payment 
of  supplementary  reimbursement  for 
work  completed  or  costs  incurred  in 
advance  of  the  Board's  approval.  The 
comment  stated  that  this  prohibition 
might  force  an  applicant  to  cease 
participation  in  a  proceeding  due  to  lack 
of  funds.  . 

The  agency  rejects  this  comment 
because  it  believes  that  applicants 
should  not  be  encouraged  to  expend 
funds  in  reliance  upon  receiving 
supplementary  reimbursement. 

Moreover,  the  supplementary 
reimbursement  process  should  operate 
expeditiously  because  it  would  not 
involve  a  recommendation  by  the 
presiding  officer  or  comments  by 
participants  (although  the  Board  could 
seek  a  recommendation  from  the 
presiding  officer,  with  or  without 
comments  from  participants).  ^ 

Furthermore,  the  presiding  officer  has 
authority  to  provide  participants 
additional  time  to  prepare  their 
presentations. 
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92.  One  comment  opposed 
supplementary  reimbursement  except  in 
situations  where  the  Board  requests 
additional  services. 

The  agency  rejects  this  comment. 
Unforeseeable  circumstances  may 
necessitate  supplementary 
reimbursement,  and  the  Board  may  not 
be  aware  of  these  circumstances.  In 
those  situations,  it  is  appropriate  to 
allow  applicants  to  seek  supplementary 
reimbursement  rather  than  cease 
participation  and  thereby  fail  to 
complete  a  presentation  for  which  the 
agency  may  have  already  awarded 
substantial  funds. 

93.  One  comment  suggested  that  the 
presiding  officer  make  a 
recommendation  and  participants 
comment  on  applications  for 
supplementary  reimbursement. 

The  agency  rejects  this  suggestion, 
since  its  adoption  would  entail 
significant  delay.  Such  recommendation 
and  comments  may,  however,  be  sought 
by  the  Board  on  its  own  motion. 

94.  One  comment  recommended  that 
provision  be  made  for  funding  work  on 
issues  that  arise  during  the  course  of  a 
hearing. 

The  establishment  of  a  separate 
mechanism  for  this  purpose  is 
unnecessary.  Should  a  new  issue  arise 
during  the  course  of  a  hearing, 
supplementary  reimbursement  could  be 
sought  under  §  10.275. 

95.  Several  comments  supported  the 
requirement  in  §  10.280(a)  that  payment 
to  applicants  be  made  within  30  days. 
One  of  these  comments  inquired 
whether  there  is  a  regular  procedure  for 
handling  complaints  concerning  late 
payments. 

Although  the  agency  does  not  expect 
such  problems  to  arise,  should  an 
applicant  fail  to  receive  payment  within 
the  required  time,  the  Office  of 
Consumer  Affairs  should  be  notified  as 
soon  as  possible. 

96.  One  comment  suggested  that 
repayment  by  applicants  of  payments 
received  under  §  10.280(c)  include 
interest  on  the  amount  repaid  at 
prevailing  interest  rates  established  by 
the  Treasury  Department. 

The  agency  has  essentially  adopted 
this  suggestion  in  that  repayments  made 
under  §  10.280(c)  now  include  interest 
on  the  amount  repaid  at  the  rate  of  8 
percent  per  annum. 

97.  One  comment  stated  that  the 
reference  in  §  10.280(c)(4)  to  §  12.45(g) 
should  be  to  §  12.45(e)  due  to  a  recent 
amendment  to  the  procedural 
regulations. 

The  agency  adopts  the  comment. 

98.  One  comment  suggested  that 

§  10.290(c)  require  applicants  to  adhere 
to  generally  recognized  accounting 


standards  in  keeping  records  of  their 
expenses. 

The  agency  believes  that  the 
suggested  change  is  unnecessary 
because  §  10.290(c)  as  written  requires 
adherence  to  acceptable  accounting 
procedures.  Of  course,  applicants  will 
not  be  required  to  hire  a  professional 
accountant.  Applicants  will,  however, 
be  expected  to  maintain  records  of  all 
expenditures  sufficient  to  justify  claims 
for  payment  and  to  reconcile  receipt  of 
reimbursement  award  funds  with 
expenditures. 

99.  One  comment  suggested  that 
§  10.290(c)  provide  for  mandatory  audit 
by  a  representative  of  the  grantor  or  an 
independent  accounting  firm.  The 
comment  further  stated  that  failure  to 
meet  the  mandatory  audit  requirement 
should  bar  the  group  from  receiving 
additional  grants  for  a  substantial 
period  of  time. 

The  regulation  does  provide  for  audit 
by  FDA’s  Office  of  Mangement  and 
Operations,  the  General  Accounting 
Office,  and  the  Office  of  Inspector 
General,  Department  of  Health, 
Education,  and  Welfare,  or  their 
designees.  The  agency  believes  that 
provision  for  audit  by  an  independent  . 
accounting  firm  is  unnecessary. 
Moreover,  requiring  an  audit  of  every 
applicant  would  unnecessarily  increase 
the  administrative  costs  of  the  program. 
An  applicant’s  failure  to  permit  an  audit 
would  result  in  the  denial  of  that 
applicant’s  claim  for  payment  and/or  a 
requirement  for  repayment  of  payments 
already  received  by  the  applicant.  FDA 
considers  it  highly  unlikely  that  an 
applicant  who  has  refused  an  audit 
would  obtain,  or  even  seek,  funding 
thereafter.  Consequently,  a  provision 
providing  for  that  contingency  is 
unnecessary. 

After  consideration  of  all  comments 
on  the  advance  notice  of  proposed 
rulemaking  and  on  the  notice  of 
proposed  rulemaking,  the  agency  has 
decided  to  publish  a  final  rule  in  the 
Federal  Register  establishing  this  pilot 
reimbursement  program. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  201  et  seq., 
52  Stat.  1040  as  amended  (21  U.S.C.  321 
et  seq.)):  the  Public  Health  Service  Act 
(sec.  1  et  seq.,  58  Stat.  682  as  amended 
(42  U.S.C.  201  et  seq.)):  the 
Comprehensive  Drug  Abuse  Prevention 
and  Control  Act  of  1970  (sec.  4,  84  Stat. 
1241  (42  U.S.C.  257a)):  the  Control 
Substances  Act  (sec.  301  et  seq.,  84  Stat. 
1253  (21  U.S.C.  821  et  seq.)):  the  Federal 
Meat  Inspection  Act  (sec.  409(b),  81  Stat. 
600  (21  U.S.C.  679(b)):  the  Poultry 
Products  Inspection  Act  (sec.  24(b),  82 
Stat.  807  (21  U.S.C.  467f(b)):  the  Egg 
Products  Inspection  Act  (sec.  2  et  seq.. 


84  Stat.  1620  (21  U.S.C.  1031  et  seq.)):  the 
Federal  Import  Milk  Act  (secs.  1  through 
9.  44  Stat.  1101-1103  as  amended  (21 
U.S.C.  141-149)):  the  Tea  Transportation 
Act  (secs.  1  through  10,  29  Stat.  604-607 
as  amended  (21  U.S.C.  41-50)):  the 
Federal  Caustic  Poison  Act  (sec.  2  et 
seq.,  44  Stat.  1406  as  amended  (15  U.S.C. 
401  et  seq.));  the  Fair  Packaging  and 
Labeling  Act  (sec.  1  et  seq.,  80  Stat.  1296 
as  amended  (15  U.S.C.  1451  et  seq.));  the 
Agricultural,  Rural  Development,  and 
Related  Agencies  Bill  (Pub.  L.  95-448,  92 
Stat.  1073, 1091),  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Subchapter  A  of 
Title  21  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  10— ADMINISTRATIVE 
PRACTICES  AND  PROCEDURES 

1.  By  adding  new  Subpart  C  to  read  as 
follows: 

Subpart  C — Reimbursement  for  Participation 
in  Administrative  Proceedings 

Sec. 

10.200  General. 

10^10  Application  procedure. 

10.215  Processing  of  applications  by  the 
presiding  officer. 

10.220  Processing  of  applications  by  the 
evaluation  board. 

10.250  Recoverable  costs. 

10.275  Supplementary  reimbursement. 

10.280  Payments. 

10.290  Records. 

Authority:  Sec.  201  et  seq..  Pub.  L  717,  52 
Stat.  1040  as  amended  (21  U.S.C.  321  et  seq.); 
sec.  1  et  seq..  Pub.  L  410,  58  Stat.  682  as 
amended  (42  U.S.C.  201  et  seq.);  sec.  4,  Pub.  L. 
91-513,  84  Stat.  1241  (42  U.S.C.  257a);  sec.  301 
et  seq..  Pub.  L  91-513,  84  Stat.  1253  (21  U.S.C. 
821  et  seq.);  sec  409(b),  Pub.  L  242,  81  Stat. 

600  (21  U.S.C.  679  (b));  sec.  24(b).  Pub.  L  85- 
172,  82  Stat.  807  (21  U.S.C.  467f(b));  sec.  2  et 
seq..  Pub.  L  91-597,  84  Stat.  1620  (21  U.S.C. 
1031  et  seq.);  secs.  1  through  9,  Pub.  L.  625,  44 
Stat.  1101-1103  as  amended  (21  U.S.C.  141- 
149);  secs.  1  through  10,  Chapter  358,  29  Stat. 
604-607  as  amended  (21  U.S.C.  41-50);  sec.  2 
et  seq..  Pub.  L  783,  44  Stat.  1406  as  amended 
(15  U.S.C.  401  et  seq.);  sec.  1  et  seq..  Pub.  L. 
89-755,  80  Stat.  1296  as  amended  (15  U.S.C. 
1451  et  seq.);  the  Agriculture,  Rural 
Development,  and  Related  Agencies  Bill  (Pub. 
L  95-448,  92  Stat.  1073, 1091);  and  21  CFR  5.1. 

Subpart  C— Reimbursement  for 
Participation  in  Administrative 
Proceedings 

§  10.200  General. 

This  subpart  establishes  criteria  and 
procedures  for  an  Evaluation  Board,  as 
described  in  §  10.220(a),  to  authorize 
payment  from  agency  funds  of 
reimbursement  fur  reasonable  attorneys' 
fees,  expert  witness  fees,  the  expenses 
of  clerical  servfces,  travel,  studies, 
demonstrations,  and  other  reasonable 
and  necessary  costs  of  participation 
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incurred  by  a  participant  (whether  or 
not  a  party)  in  an  agency  proceeding 
conducted  under  Part  12. 13. 14. 15.  or  16 
that  results  in  a  hearing,  if  such 
participation  satishes  the  requirements 
of  §  10.220(c)(3). 

§10.210  Application  procedure. 

(a) (1)  An  applicant  shall  apply  for 
reimbursement  within  25  calendar  days 
after  the  date  of  publication  in  the 
Federal  Register  of  the  notice  of  hearing 
under  §  12.35.  §  13.5.  §  14.20  or  §  15.20. 
or  within  25  calendar  days  after  the  date 
on  which  the  Food  and  Drug 
Administration  sends  the  notice  of 
opportunity  for  hearing  issued  under 

§  16.22  or  §  16.24.  except  in 
extraordinary  circumstances,  e.g..  when 
the  hearing  is  being  held  by  order  of  a 
court.  The  notice  of  hearing  or  the  notice 
of  opportunity  for  hearing  shall  include 
notification  of  the  availability  of 
reimbursement.  In  extraordinary 
circumstances,  the  Evaluation  Board 
may  establish  an  expedited  procedure 
for  submission  and  review  of 
applications  by  notice  published  in  the 
Federal  Register.  Although  applications 
will  be  accepted  after  the  periods 
specified  in  this  section  or  established 
by  the  Evaluation  Board,  no  assurance  is 
given  that  they  w'ill  receive  the  same 
consideration  as  timely  submitted 
applications. 

(2)  An  applicant  shall  submit  four 
copies  of  the  application  to  the  office  of 
the  Hearing  Clerk  (HFA-305).  Food  and 
Drug  Administration.  Department  of 
Health.  Education,  and  Welfare.  Rm.  4- 
65.  5600  Fishers  Lane.  Rockville.  MD 
20857.  under  §  10.20.  The  outside 
envelope  of  each  application  shall 
include  the  statement  “Application  for 
Reimbursement”  and  the  docket  number 
of  the  proceeding  in  which  the  applicant 
desires  to  apply  for  reimbursement. 

(3)  The  Hearing  Clerk  shall  serve  a 
copy  of  each  application  filed  under  this 
paragraph  on  each  existing  participant 
in  the  proceeding  for  which 
reimbursement  is  being  sought  within  5 
calendar  days  of  the  filing  of  each 
application. 

(b)  Each  application  shall  contain  in 
the  form  of  a  sworn  statement  the 
following  information,  in  the  following 
order: 

(1)  The  applicant's  name  and  address, 
and  in  the  case  of  an  organization  the 
names,  addresses,  and  titles  of  the 
members  of  its  governing  body,  and  a 
description  of  the  organization's  general 
purposes,  structure,  and  tax  status. 
Where  an  applicant,  and  in  the  case  of 
an  organization  a  member  of  its 
governing  body  or  an  employee,  has 
been  or  is  affiliated  with  FDA  or  with 
any  person  who  has  produced  or 


produces  a  product  subject  to  FDA 
regulation,  a  statement  identifying  those 
so  affiliated  and  the  nature  of  the 
affiliation. 

(2)  An  identification  of  the  proceeding 
for  which  the  applicant  de.sires 
reimbursement  in  order  to  participate. 

(3)  A  description  of  how  the 
proceeding  will  affect  the  applicant 
economically,  socially  with  respect  to 
health  or  safety,  or  otherwise  and  an 
explanation  of  why  the  applicant  would 
be  an  appropriate  representative  of 
other  persons  similarly  affected. 

(4)  A  description  of  any  past,  present 
or  contemplated  contracting,  consulting, 
financial,  or  other  income-producing 
relationship  of  the  applicant  with  any 
person  or  organization  having  an 
economic  interest  in  the  outcome  of  the 
proceeding  for  which  reimbursement  is 
sought. 

(5)  A  description  and  explanation  of 
the  issues  in  the  proceeding  that  the 
applicant  proposes  to  address  and  how 
they  will  be  addressed,  including  a 
description  of  the  evidence,  studies, 
viewpoints,  methodologies,  and 
information  to  be  developed  or  used  in 
supporting  the  applicant's  position  in  the 
proceeding.  This  discussion  should  ' 
explain  why  the  applicant  believes  the 
ideas  or  viewpoints  it  proposes  to 
present  are  novel  or  signihcant  or  will 
enhance  the  agency’s  decisionmaking 
process,  and  why  that  participation  by 
the  applicant  in  the  proceeding  would 
contribute  to  a  full  and  fair 
determination  of  the  issues  involved  in 
the  proceeding. 

(6)  A  discussion  of  the  reasons  why 
the  applicant  is  competent  to  participate 
in  the  proceeding,  including  the 
expertise  and  experience  of  the 
applicant,  and  any  consultants  it  intends 
to  employ,  in  the  matters  involved  in  the 
proceeding,  and  evidence  of  the 
applicant's  prior  performance  generally. 

(7)  An  explanation  of  how  the 
applicant  represents  an  interest  not 
adequately  represented  by  another 
participant. 

(8)  An  estimate  of  the  time  necessary 
to  develop  and  present  the  applicant's 
presentation. 

(9)  An  estimate  of  the  total  amount  of 
reimbursement  needed. 

(10)  An  itemized  statement  of  the 
expensej  to  be  covered  by  the  total 
amount  of  reimbursement  requested  and 
of  the  expenses  to  be  covered  by  funds 
available  to  the  applicant  from  other 
sources.  For  each  task  for  which 
reimbursement  is  requested,  the 
statement  shall  clearly  state  the  identity 
of  the  persons  who  will  perform  the  task 
and  their  hourly  rates  of  pay:  an 
estimate  of  the  total  cost  of  the  task;  an 
estimate  of  the  total  hours  required  to 


perform  the  task:  a  description  of  the 
evidence,  activities,  studies,  or  other 
contributions  to  the  proceeding  that  will 
be  generated  by  the  task:  and  where  the 
applicant  has  staff  personnel  who  will 
not  be  used  to  perform  the  task,  an 
explanation  of  why  those  personnel 
cannot  be  so  used. 

(11)  An  explanation  of  why  the 
applicant  would  be  prevented  from 
participating  effectively  in  the 
proceeding  without  the  reimbursement 
requested  in  the  application. 

(12)  An  explanation  of  why  the 
applicant  cannot  use  funds  that  it 
already  possesses  or  expects  to  receive 
for  the  purpose  for  which  reimbursement 
is  requested,  including: 

(i)  A  complete  financial  statement 
containing  a  listing  of  the  applicant's 
anticipated  income  and  expenditures, 
rounded  to  the  nearest  $100,  for  the  then 
current  fiscal  year  including,  in  the  case 
of  a  group,  association,  partnership,  or 
corporation,  a  list  of  each  planned 
project  to  which  the  organization  will 
devote  10  percent  or  more  of  its 
resources  and  the  amounts  to  be 
expended  on  each. 

(ii)  A  complete  financial  statement 
containing  a  listing  of  the  applicant's  - 
income  and  expenditures,  rounded  to 
the  nearest  $100,  for  the  prior  fiscal  year. 

(iii)  A  listing  of  the  total  assets  and 
liabilities  of  the  applicant  as  of  the  date 
of  application. 

(iv)  Where  an  applicant  has 
previously  submitted  an  application  for 
reimbursement  under  this  program  . 
during  the  applicant's  current  fiscal 
year,  the  applicant  need  only  resubmit 
the  previously  submitted  financial  data 
and  inform  the  Board  of  any  material 
changes  in  that  financial  data. 

(13)  An  explanation  of  why  the 
applicant  cannot  in  other  ways  obtain 
ail  or  a  portion  of  the  reimbursement 
that  is  requested,  including  a  description 
of  any  other  efforts  by  the  applicant  to 
obtain  those  funds  in  other  ways  and 
the  feasibility  of  future  attempts  to  raise 
funds  in  other  way.s. 

(14)  A  list  of  all  Federal 
adminisfrative  proceedings  involving  a 
hearing  on  the  record  in  which  the 
applicant  has  participated  during  the 
past  year,  including  the  ideas  or 
viewpoints  expressed  and  the 
contribution  made  by  the  applicant  to 
the  proceedings  and  any  amount  of 
reimbursement  received  from  the 
Federal  government  in  connection  with 
those  proceedings. 

(c)  Each  applicant  who  seeks 
reimbursement  for  participation  in  a 
Part  12  proceeding  shall  attend  the 
prehearing  conference  conducted  under 
§  12.91.  The  presiding  officer  shall 
schedule  the  prehearing  conference  as 
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soon  as  practicable  after  applications 
are  due  to  be  Hied.  The  extent  to  which 
applicants  will  be  reimbursed  for 
attending  the  prehearing  conference  is 
set  forth  in  §  10.250. 

(d)  Whenever  there  is  a  significant 
change  in  any  of  the  information 
submitted  in  the  application  under 
paragraph  (b)  of  this  section  subsequent 
to  its  submission,  the  applicant  shall 
promptly  submit  to  the  Hearing  Clerk  a 
supplement  to  its  application  containing 
an  explanation  of  that  change. 

§  10.215  Processing  of  applications  by  the 
presiding  officer. 

(a)  Within  15  calendar  days  after 
receipt  of  an  application  under 

§  10.210(a)  in  Part  13. 14. 15.  or  16 
proceedings,  or.  within  7  calendar  days 
after  the  first  day  of  the  prehearing 
conference  conducted  under  §  12.91  in 
Part  12  proceedings,  or,  if  additional 
time  is  necessary  to  obtain  information 
or  documentation  under  paragraph  (c)  of 
this  section,  within  the  period  the 
presiding  officer  prescribes,  the 
presiding  officer  shall  submit  to  the 
Evaluation  Board  a  written 
recommendation  and  topies  of  all 
communications  and  documentation 
submitted  under  paragraph  (c)  of  this 
section.  The  presiding  officer’s 
recommendation  shall  state  whether  the 
application  meets  the  criteria  set  forth  in 
§  10.220(c)(3J(i)  through  (iii).  A  copy  of 
the  presiding  officer's  recommendation 
shall  be  filed  with  the  Hearing  Clerk. 

(b)  In  making  a  recommendation 
under  paragraph  (a)  of  this  section,  the 
presiding  officer  shall  (1)  consider  all 
communications  and  documentation 
submitted  under  paragraph  (c)  of  this 
section  that  relate  to  the  criteria  set 
forth  in  §  10.220(c)(3)(i)  through  (iii);  (2) 
consider  and  discuss  whether  the 
application  meets  the  criteria  set  forth  in 
§  10.220(c)(3)(i)  through  (iii):  (3)  when 
two  or  more  applicants  who  seek  to 
represent  the  same  or  similar  interests 
submit  applications  satisfying  the 
criteria  set  forth  in  §  10.220(c)(3)(i) 
through  (iii),  consider  and  compare  the 
skills  and  experience  of  the  applicants 
and  evaluate  the  contents  of  their 
proposals  in^ht  of  the  criteria  set  forth 
in  §  10.220(n?and  (4)  if  applicable, 
consider  the  criterion  set  forth  in 

§  10.220(g)(1). 

(c)  In  connection  with  the  presiding 
officer's  responsibility  to  make  a 
recommendation,  the  presiding  officer 
may  communicate  with  the  applicant  or 
require  the  production  of  the 
documentation  the  presiding  officer 
finds  necessary.  All  of  these 
communications  shall  be  in  writing  or 
made  a  part  of  the  official  transcript  of 
the  proceeding  for  which  reimbursement 


is  being  sought.  All  of  these 
communications  and  documentation 
also  shall  be  filed  with  the  Hearing 
Clerk  as  soon  as  practicable. 

(d)  Each  self-supported  or  agency 
participant  may  submit  written 
comments  on^n  application  to  the 
Hearing  Clerk  under  §  10.20  within  15 
calendar  days  after  the  application  has 
been  filed  with  the  Hearing  Clerk  under 
§  10.210(a)  in  Part  13. 14.  or  16 
proceedings,  or,  in  Part  12  proceedings, 
within  7  calendar  days  after  the  first  day 
of  the  prehearing  conference  conducted 
under  §  12.91,  or  within  such  other  time 
as  the  presiding  officer  prescribes.  Ail  of 
these  comments  shall  be  reviewed  by 
the  Evaluation  Board.' 

(e)  The  presiding  officer  shall  not 
begin  a  hearing  in  a  Part  13. 14. 15,  or  16 
proceeding  for  which  an  application  for 
reimbursement  has  been  filed,  or  begin 
the  taking  of  direct  testimony  under 

§  12.87,  in  a  Part  12  proceeding  for 
which  an  application  for  reimbur.«  ;ment 
has  been  filed,  until  15  calendar  days 
after  all  approved  applicants  have 
received  a  final  decision  from  the 
Evaluation  Board.  This  15-calendar-day 
time  period  may  be  extended  if  the 
presiding  officer  on  his  or  her  own 
initiative  or  on  motion  of  any  participant 
or  applicant  finds  that  an  approved 
applicant  needs  additional  time  to 
prepare  its  presentation;  or  may  be 
reduced  if  the  presiding  officer  on  his  or 
her  own  initiative  or  on  motion  of  any 
participant  or  applicant  finds  that  less 
than  15  calendar  days  would  provide  all 
approved  applicants  with  adequate  time 
to  prepare  their  presentations. 

§  10.220  Processing  of  applications  by  the 
evaluation  boatxl. 

(a)  Applications  shall  be  processed  by 
an  Evaluation  Board  composed  of  the 
Special  Assistant  for  Consumer  Affairs, 
or  his  or  her  representative,  who  will 
serve  as  chairman  of  the  Evaluation 
Board,  the  Associate  Commissioner  for 
Management  and  Operations,  or  his  or 
her  representative,  and  a  third  agency 
employee  to  be  appointed  by  the 
Commissioner.  Whenever  a  member  of 
the  Evaluation  Board  is  participating  in 
a  Part  12, 13. 14. 15.  or  16  proceeding,  he 
or  she  shall  be  disqualified  from 
reviewing  or  ruling  upon  applications  for 
reimbursement  filed  in  connection  with 
that  proceeding.  In  the  event  of  such  n 
disqualification,  the  disqualified  Board 
member  shall  be  replaced  by  an  agency 
employee  to  be  appointed  by  the 
Commissioner. 

(b)  Each  member  of  the  Evaluation 
Board  shall,  in  accordance  with 
paragraph  (c)  of  this  section,  review  and 
rule  upon  every  application  submitted 
under  §  10.210(a).  Any  action  taken  by 


the  Board  on  an  application  shall  be  by 
a  majority  vote.  In  reviewing  and  ruling 
upon  an  application  under  this 
paragraph  the  Board  shall  (1)  consider 
the  criteria  set  forth  in  paragraph  (c)(3) 
of  this  seciton;  (2)  if  two  or  more 
applicants  seek  to  represent  the  same 
interest  or  substantially  similar 
interests,  consider  and  compare  the 
skills  and  experience  of  the  applicants 
and  the  contents  of  the  applicants' 
proposal  in.  light  of  the  criteria  set  forth 
in  paragraph  (f)  of  this  section;  (3)  if 
applicable,  consider  all  applications  that 
satisfy  the  criteria  set  forth  in  paragraph 

(c)(3)  of  this  section  in  light  of  the 
criteria  set  forth  in  paragraph  (g)  of  this 
section;  and  (4)  consider  the 
recommendation  of  the  presiding  officer, 
comments,  and  any  other 
communications  or  documentation 
submitted  under  §  10.215(a)  and  (d). 

(c)  The  Evaluation  Board  shall  furnish 
a  written  response  to  each  application 
submitted  under  §  10.210(a)  within  15 
calendar  days  after  receipt  of  the 
presiding  officer’s  recommendation 
submitted  under  §  10.215(a),  or.  in 
extraordinary  circumstances,  within  the 
period  the  Board  prescribes.  The 
response  shall  be  filed  with  the  Hearing 
Clerk  and  shall: 

(1)  Provide  a  tentative  response, 
stating  why  the  agency  has  been  unable 
to  reach  a  decision  on  the  merits  of  the 
application,  e.g..  due  to  the  existence  of 
other  agency  priorities,  a  need  for 
additional  information,  or  other  stated 
reason.  The  tentative  response  also  may 
indicate  the  likely  ultimate  agency 
response  and  may  specify  when  a  final 
response  will  be  furnished;  or 

(2)  Deny  the  application  and  state  the 
reasons  in  light  of  the  criteria  in 
paragraph  (c)(3),  (f).  or  (g)  of  this 
section.  This  response  shall  constitute 
final  agency  action;  or 

(3)  Approve  the  application,  in  whole 
or  in  part,  stating  the  reasons  in  light  of 
the  criteria  in  this  paragraph.  This 
response  shall  constitute  final  agency 
action.  The  award  shall  be  processed  by 
the  appropriate  office  of  the  Associate 
Commissioner  for  Management  and 
Operations.  The  Evaluation  Board  may 
approve  an  application,  in  whole  or  in 
part,  only  if  it  finds  that; 

(i)  The  applicant  represents  an 
interest  the  representation  of  which 
contributes  or  can  reasonably  t)e 
expected  to  contribute  substantially  to  a 
full  and  fair  determination  of  the  issues 
involved  in  the  proceeding,  taking  into 
consideration  the  number,  complexity, 
and  potential  significance  of  the  issues 
presented,  the  importance  of  public 
participation,  the  need  for 
representation  of  a  variety  of  interests, 
and  the  specificity,  novelty,  significance. 
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and  complexity  of  the  ideas  or 
viewpoints  advanced  by  the  applicant. 

(ii)  The  applicant  represents  a 
significant  interest  that  is  not 
adequately  represented  by  another 
participant. 

(iii)  It  is  probable  that  the  applicant 
can  competently  represent  the  interest  it 
advocates. 

(iv)  The  applicant  does  not  have 
available,  and  cannot  reasonably  obtain 
in  other  ways,  sufficient  resources  to 
participate  effectively  in  the  proceeding 
in  the  absence  of  the  reimbursement 
sought.  In  determining  whether  an 
applicant  would  be  able  to  participate 
effectively  without  reimbursement,  the 
Evaluation  Board  shall  examine  the 
applicant’s  proposed  expenditures  for  its 
representation  in  the  proceeding,  decide 
whether  these  proposed  expenditures 
are  reasonable,  and  compare  them  to 
the  applicant's  income  and 
expenditures,  including  anticipated 
future  income  and  expenditures,  for  the 
then  current  fiscal  year.  After  a  Finding 
is  made  that  an  applicant  lacks 
sufficient  resources  to  participate 
effectively,  the  Evaluation  Board  shall 
take  into  account  the  ability  of  an 
applicant  to  bear  some  of  the  financial 
burden  incurred  by  such  applicant  in 
connection  with  the  proceeding  in 
question. 

(4)  If  the  Evaluation  Board's  Final 
response  to  an  applicant  is  not  issued 
within  15  calendar  days  after  receipt  of 
the  presiding  officer's  recommendation, 
the  Evaluation  Board  shall  promptly 
notify  the  presiding  ofFicer  when  a  Final 
response  will  be  issued. 

(d)  The  Evaluation  Board  may 
communicate  with  an  applicant  or  the 
presiding  officer.  All  of  these 
communications  shall  be  in  w'riting,  or,  if 
oral,  reduced  to  writing,  and,  as  soon  as 
practicable,  copies  of  the 
communications  shall  be  filed  with  the 
Hearing  Clerk. 

(e)  When  two  or  more  applicants  who 
seek  to  represent  the  same  interest  or 
substantially  similar  interests  submit 
applications  satisfying  the  criteria  set 
forth  in  paragraph  (c)(3)  of  this  section, 
the  Evaluation  Board  may  approve,  in 
whole  or  in  part,  one  or  more  such 
applications. 

(f)  In  selecting  among  any  applicants 
specified  in  paragraph  (e)  of  this  section, 
the  Evaluation  Board  shall  consider  and 
compare  the  skills  and  experience  of  the 
applicants  and  the  contents  of  their 
applications.  In  particular,  the 
Evaluation  Board  shall  consider  and 
compare: 

(1)  The  applicants'  experience  and 
expertise  in  the  matter  that  is  the 
subject  of  the  proceeding: 


(2)  The  applicants’  prior  performance 
and  competence  generally; 

(3)  The  applicants'  relations  to  any 
particular  persons  whose  views  they 
seek  to  represent;  and 

(4)  The  specificity,  novelty, 
significance  and  complexity  of  the  ideas 
or  viewpoints  the  applicants  propose  to 
develop  and  present. 

(g)  The  Evaluation  Board  may,  but  is 
not  required  to,  select  any  of  the 
applicants  that  satisfy  the  criteria  of 
paragraph  (c)(3)  of  this  section.  In 
making  this  decision,  the  Evaluation 
Board  shall  consider: 

(1)  Whether  an  applicants' 
presentation  can  be  reasonably 
developed  and  presented  within  the 
time  allotted; 

(2)  The  current  availability  of  funding 
for  reimbursement  under  this  subpart: 

(3)  Applications  for  reimbursement  ' 
submitted  in  other  agency  proceedings; 
and 

(4)  Any  other  relevant  information. 

(h)  As  soon  as  practicable  after 
approval  of  an  application  by  the  Board, 
the  Hearing  Clerk  shall  notify  all 
existing  participants  of  that  approval. 

(i)  The  Hearing  Clerk  shall  maintain  a 
chronological  file  of  all  applications  for 
reimbursement  filed  under  this  subpart, 
which  shall  include: 

(1)  A  copy  of  each  application; 

(2)  Copies  of  all  material  filed  under 
§  10.215  (a)  and  (d); 

(3)  Copies  of  all  responses  filed  under 
paragraph  (c)  of  this  section;  and 

(4)  Copies  of  all  communications  filed 
under  paragraph  (d)  of  this  section. 

§  10.250  Recoverable  costs. 

(a)  The  following  costs  and  services 
are  reimbursable  under  this  subpart 
(except  as  limited  under  paragraph  (b) 
of  this  section): 

(1)  Salaries  or  other  remuneration  for 
services  performed  by  participants  or 
their  employees,  excluding  overhead 
and  fringe  benefits: 

(2)  Fees  for  consultants,  expert 
witnesses,  contractual  services,  and 
attorneys,  excluding  overhead  and 
fringe  benefits; 

(3)  Transportation  costs,  including,  for 
approved  applicants,  costs  of 
transportation  to  and  from  the 
prehearing  conference  conducted  under 
§  12.91  in  Part  12  proceedings; 

(4)  Travel-related  costs  in  furtherance 
of  participation  in  the  proceeding,  such 
as  lodging,  meals,  and  telephone  calls 
related  to  the  proceeding,  including,  for 
approved  applicants,  travel  costs  related 
to  attendance  at  the  prehearing 
conference  conducted  under  §  12.91  in 
Part  12  proceedings; 

(5)  Costs  of  studies  or  demonstrations; 


(6)  All  other  necessary  costs 
reasonably  incurred. 

(b) (1)  Reimbursement  is  limited  to 
necessary  services  and  costs  of 
participation  that  have  been  authorized 
and  reasonably  incurred.  An  applicant 
is  required  to  utilize  its  staff  to  perform 
work  for  which  reimbursement  is  sought 
whenever  an  applicant's  staff  is 
available  and  qualiFied  to  perform  the 
work.  Reimbursement  for  the  services  of 
the  staff  of  any  participating  group'or 
organization  is  limited  to  the  rate  of 
reimbursement  normally  paid  by  the 
applicant  for  staff  services. 

(2)  Reimbursement  for  all  costs  and 
services  listed  under  paragraph  (a)  of 
this  section  shall  not,  however,  exceed 
the  rate  of  compensation  routinely  paid 
to  Food  and  Drug  Administration 
attorneys,  expert  witnesses,  consultants, 
or  other  personnel  possessing 
comparable  experience  and  expertise 
who  are  employed  or  retained  by  the 
Food  and  Drug  Administration. 

(c)  The  Evaluation  Board  may  waive 
the  reimbursement  limitation  set  forth  in 
paragraph  (b)(2)  of  this  section  if  it  Finds 
that  the  applicant’s  participation  in  the 
proceeding  would  be  exceptionally 
important  and  the  applicant  otherwise 
meets  the  criteria  of  §  10.220(c)(3)  but 
does  not  have  available,  and  cannot 
reasonably  obtain  in  other  ways, 
sufficient  resources  to  participate 
effectively  in  the  proceeding  in  the 
absence  of  reimbursement  in  excess  of 
the  limitation  set  forth  in  paragraph 
(b)(2)  of  this  section.  Such  waivers  will 
be  granted  only  in  extremely  rare  cases. 

I 

§  10.275  Supplementary  reimbursement. 

(a)  Applicants  may  apply  to  the 
Evaluation  Board  for  supplementary 
reimbursement  if  the  initial  award  is 
insufficient  to  permit  the  applicant  to 
complete  its  presentation  and  if: 

(1)  The  Board  or  the  presiding  officer 
requested  the  applicant  to  perform  work 
in  addition  to  that  contained  in  the 
approved  application;  or 

(2)  The  applicant  demonstrates  that  it 
has  been  subject  to  an  unforeseeable 
and  material  change  in  its 
circumstances. 

(b)  Supplementary  reimburpemeni 
shall  not  be  provided  for  work 
performed  or  costs  incurred  by  an 
applicant  or  its  contractors  in  advance 
of  the  Board's  decision  to  provide 
supplementary  reimbursement. 

(c)  The  Board  shall  provide 
supplementary  reimbursement  under  the 
criteria  of  §  10.220  (c)(3)  and  (g)(2)  and 
paragraphs  (a)  and  (b)  of  this  section. 

§  10.280  Payments. 

(a)  An  applicant  shall  submit  a  claim 
for  reimbursement  to  the  Office  of 
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Management  and  Operations  (HFA-120). 
Food  and  Drug  Administration, 
Department  of  iteatth.  Education,  and 
Welfare.  5600  Fishers  Lane.  Rockville. 
Maryland,  20857;  within  90  days  of  the 
applicant's  completion  of  participation 
in  the  proceeding.  These  claims  shall 
include  bills,  receipts,  or  other  proof  of 
costs  incurred.  Any  payments 
authorized  under  this  subpart  shall  be 
made  by  the  Office  of  Management  and 
Operations  within  30  calendar  days 
after  the  date  on  which  the  applicant 
submits  a  completed  claim  for 
reimbursement. 

(b)  If  an  applicant  whose  application 
has  been  approved  in  whole  or  in  part 
under  §  10.220(c)(3)  establishes  in 
writing  that  its  ability  to  participate  in 
the  proceeding  will  be  impaired  by  the 
failure  to  receive  funds  before  the 
conclusion  of  such  proceeding,  the 
Evaluation  Board  may  authorize 
payments  on  a  periodic  basis  during  the 
proceeding  to  enable  the  applicant  to 
participate  in  the  proceeding.  These 
payments  would  be  for  expenses 
already  incurred  in  connection  with 
contributions  already  made  to  the 
agency  proceeding. 

(c)  Claims  for  payment  under  this 
subpart  shall  be  denied,  and  applicants 
receiving  payments  under  paragraph  (a) 
of  this  section  or  periodic  payments 
under  paragraph  (b)  of  this  section  shall 
be  liable  for  repayment  of  part  or  all  of 
the  payments  or  periodic  payments 
received  plus  interest  at  the  rate  or  8 
percent  per  annum,  if  the  Evaluation 
Board  determines  that: 

(1)  The  applicant  clearly  has  not 
provided  the  representation  for  which 
these  payments  or  periodic  payments 
were  claimed  or  made;  or 

(2)  The  applicant  has  failed  to 
maintain  the  records  required  by 

§  10.290  (a)  or  (b)  or  has  failed  to  permit 
the  audit  provided  for  in  §  10.290(c):  or 

(3)  The  applicant  has  failed  to  justify 
adequately  the  lack  of  reconciliation 
between  the  receipt  of  or  request  for 
reimbursement  award  funds  and 
expenditures,  as  disclosed  by  an  audit 
under  §  10.290;  or 

(4)  The  applicant  has  acted  in  a 
manner  demonstrating  bad  faith  toward 
any  other  participant  or  toward  the 
presiding  officer,  or  the  applicant  has 
had  its  participation  stricken  under 

§  12.45(e)  of  this  chapter. 

§  10.290  Records. 

(a)  Applicants  awarded 
reimbursement  shall  maintain  complete 
and  accurate  records  relating  to  the 
expenditure  of  funds  for  which 
reimbursement  was  awarded,  the 
receipt  and  disposition  of 
reimbursement  funds,  and  the 


expenditure  of  the  applicant's 
contributed  share  of  the  cost  of 
participation,  if  any, 

(b)  These  records  shall  include  all 
accounting  records  and  related  original 
and  reporting  documents  that 
substantiate  costs  incurred  in 
participation,  and  shall  be  retained  for  3 
years  after  the  date  on  which  payment 
by  the  agency  is  made. 

(c)  These  records  are  subject  to  audit 
by  the  FDA  Office  of  Management  and 
Operations,  the  General  Accounting 
Office,  and  the  Office  of  Inspector 
General.  Department  of  Health, 
Education,  and  Welfare  or  their 
designees.  If  an  audit  discloses  that  the 
request  for  or  receipt  of  reimbursement 
award  funds  cannot  be  reconciled  with 
expenditures,  the  Evaluation  Board  may 
prepare  a  proposal  for  repaymentof 
payments  made  or  for  denial  of 
payments  claimed,  in  whole  or  in  part, 
and  shall  send  a  copy  of  the  audit 
findings  and  the  proposal  for  repayment 
or  denial  of  payments  claimed,  if  any,  to 
the  applicant.  If  the  applicant  disagrees 
with  the  result  of  the  audit  findings  or 
the  proposal  for  repayment  or  denial  of 
payments  claimed,  if  any,  it  shall  file 
with  the  Evaluation  Board  as  written 
response  that  addresses  each  issue 
raised  by  the  audit  findings  or  th^ 
proposal  for  repayment  or  denial  of 
payments  claimed  within  30  calendar 
days  after  receipt  of  the  audit  findings 
and  the  proposal  for  repayment  or 
denial  of  payments  claimed,  if  any. 
Thereafter,  the  Evaluation  Board  shall 
issue  a  final  order  that  requires  or  does 
not  require  repayment,  in  whole  or  in 
part,  of  payments  made,  or  does  or  does 
not  deny  payments  claimed  in  whole  or 
in  part. 

PART  12— FORMAL  EVIDENTIARY 
PUBLIC  HEARING 

2.  By  adding  new  §  12.35(a)(10)  to  read 
as  follows: 

§  12.35  Notice  of  hearing;  stay  of  action. 

(a) *  *  * 

(lO)  A  statement  announcing  that 
reimbursement  for  participation  in  the 
hearing  is  available  under  Subpart  C  of 
Part  10. 

***** 

PART  13— PUBLIC  HEARING  BEFORE 
A  PUBLIC  BOARD  OF  INQUIRY 

3.  By  adding  new  §  13.5(c)  to  read  as 
follows: 

§  13.5  Notice  of  a  hearing  before  a  Board. 
***** 

(c)  If  the  hearing  is  held  pursuant  to 
§  13.1(a),  (b),  or  (c),  a  statement 
announcing  that  reimbursement  for 
participation  in  the  hearing  is  available 
under  Subpart  C  of  Part  10. 


PART  14— PUBLIC  HEARING  BEFORE 
A  PUBLIC  ADVISORY  COMMITTEE 

4.  By  adding  new  §  14.20(b)(ll)  to  read 
as  follows: 

§  14.20  Notice  of  hearing  before  an 
advisocy  contmittee. 

*  *  •  *  *  * 

(b)  *  *  * 

(11)  A  statement  announcing  that 
reimbursement  for  participation  in  the 
hearing  is  available  under  Subpart  C  of 
Part  10. 

***** 

PART  15— PUBLIC  HEARING  BEFORE 
THE  COMMISSIONER 

5.  By  adding  new  §  15.20(a)(3)  to  read 
as  follows: 

§  15.20  Notice  of  a  public  hearing  before 
the  Commissioner. 

(a)  *  *  * 

(3)  If  the  hearing  is  held  pursuant  to 
§  15.1(a),  (b),  or  (c),  a  statement 
announcing  that  reimbursement  for 
participation  in  the  hearing  is  available 
under  Subpart  C  of  Part  10. 
***** 

PART  16— REGULATORY  HEARING 
BEFORE  THE  FOOD  AND  DRUG 
ADMINISTRATION 

6.  In  Part  16: 

a.  By  adding  new  §  16.22(a)(5)  to  read 
as  follows: 

§  16.22  Initiation  of  regulatory  hearing. 

(a)  *  *  *  • 

(5)  State  that  reimbursement  for 
participation  in  the  hearing  is  available 
under  Subpart  C  of  Part  10. 

***** 

b.  In  §  16.24  by  redesignating 
paragraphs  (b)  through  (f)  as  (c)  through 
(g)  and  adding  new  paragraph  (b)  to 
read  as  follows: 

§  16.24  Regulatory  hearing  required  by 
the  act  or  a  regulation. 
***** 

(b)  The  notice  shall  state  that 
reimbursement  for  participation  in  the 
hearing  is  available  under  Subpart  C  of 
Part  10. 

***** 

Effective  date.  The  reporting  and 
recordkeeping  requirements  contained 
in  this  rule  have  been  submitted  for  • 
approval  by  the  Office  of  Management 
and  Budget  in  accordance  with  the 
Federal  Reports  Act  of  1942.  This 
regulation  will  become  effective  upon 
the  approval  of  the  Office  of 
Management  and  Budget. 

Dated:  October  5. 1979. 

Sherwin  Gardner, 

Acting  Commissioner  of  Food  and  Drugs. 
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